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(7:38 a.m)

DR OSTROFF: Let ne start by saying that
it's a great honor to be rapping the gavel in place of
Dr. LaForce, and speaking for nyself and, | think, all
of the Board nenbers, we wll very sorely mss Dr.
LaForce.

Let nme call the neeting to order. W have
a very, very, very busy agenda, and given the events
of the past week, some of the nenbers that we would
have anticipated that would have been here are not
her e. That includes Dr. Carol Runyon, Dr. Elizabeth
Barrett-Connor, Dr. Kevi n Patri ck, Dr. Li nda
Al exander, and Dr. More. And hopefully they will be
able to work with us over the com ng nonths.

| applaud both the AFEB Executive
Secretary, as well as the Arny Surgeon GCeneral's
Ofice for carrying forth with this neeting, and I
certainly want to thank all of the Board menbers who
have nade it here despite the events of the past week.

I think fromour perspective that it shows
our very strong solidarity with the mlitary both in
terms of the terrible atrocities of the past week, as
well as what's likely to unfold over the coning

nont hs.
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And speaking only for nyself, but |'msure

for all of the Board nenbers, we request that in any
way, shape or form that you need our assistance over
the coming nonths, that we are only too happy to do
it. Al you need to do is ask.

Bef ore beginning the neeting, as a result
of the events that happened last week, 1'd like to
start by having a nonent of silence for those who | ost
their lives last week not only at the Pentagon, but
also in New York City and Pennsyl vani a.

(Pause in proceedings.)

DR OSTROFF: Thank you.

Let me also thank Colonel Eng and the
staff at the Arnmed Forces Radiobiology Research
Institute. It's a wonderful facility for hosting this
particular neeting. W didn't have that rmnuch
difficulty getting into the conplex, not as nuch as |
woul d have anticipated, and is Col onel Eng --

COL. ENG Right here.

DR. OSTROFF: Let ne present you with this
plague in recognition of hosting this particular
neeting, and for those who can't see it, it says, "To
the Command and staff of the Armed Forces Radi obi ol ogy
Research Institute, in appreciation for hosting the

fall 2001 neeting of the Arned Forces Epidemniologic
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7
Board. "

COL. ENG Well, thank you very much.

(Appl ause.)

DR OSTROFF: Let nme also thank Dr. Lofts
and M. Mrse for coordinating all of the neeting

arrangenents. W certainly appreciate it.

As you're aware, again, getting back to
Dr. LaForce, he recently accepted a position as
Director of the WHO PATH Meningitis Vacci ne Program
This is a very inportant position. Mark is
extraordinarily dedicated to this particular issue.
He and | have net about this, and taking that position
requires himto relocate to Geneva, and based on the
fact that he has to nove to Geneva, he felt that the
nost appropriate thing to do was to resign as
President of the Board, and we certainly understand
t hat.

One of the current things that's happening
is as a result of the outbreak of neningococcal
di sease that the pilgrimge to Mecca in 2000, which
was caused by the wl35 strain of neningococcus, as
people left the haj and went to different parts of the
world, they dissemnated that strain, and it has
basically caused a change in the serotype distribution

of neni ngococcal disease.
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And one of the mjor things that's

currently being discussed is whether, particularly
wi th the new nmeni ngococcal conjugate vaccines that are
under devel opnent, whether to work harder to include a
w135 conponent into the conjugate vaccine.

And WHO is actually holding a neeting
right now to discuss that very issue, and since Mark
is going to be the one that is going to carry forth
that program he felt it was inperative that he be
t here. And we certainly wish him well in his
endeavors.

I think that he is hoping that at a future
Board neeting that he will be able to keep us inforned
of what his activities are. W'I|l nmiss his |eadership
and friendship, and hopefully he'll continue to work
with us.

Mark was the one that asked that | chair
this particular neeting, and again, as | say, | felt
it was a privilege to do so.

What 1'd like to do before we get started
is let me just, since there are nmany people here, |et
me have the Board nenbers go around and introduce
thenmsel ves, if they would. We'lIl start on this side.

LT. CO.. FENSOM |'mMaureen Fensom |'m

t he Canadi an Medi cal Liaison Oficer.
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COL  STAUNTON: M/ nane is M chael
Staunton, and |'m the British Liaison Oficer at the
O fice of the Surgeon General fromthe United Ki ngdom

And | would like to this norning just
convey ny condolences to all of you regarding this
tragedy and to say that we also share in the tragedy,
and that, indeed, later today | will be nmaking ny way
to New York to deal with the famlies of the nmany
casualties we've al so shared in this tragedy.

DR. OSTROFF: Thank you.

COL. GUNZENHAUSER: Good norni ng. I'"m
Jeff Q@unzenhauser, the Preventive Mdicine Staff
Oficer at the Arny Surgeon CGeneral's Ofice. |I'mthe
Arny representative.

DR. DI NI EGA: Ben Diniega, Health Affairs
Li ai son Oficer to the Board.

DR CAMPBELL: I'm Doug Canpbell from
North Carolina.

DR BERG Bill Berg from the Hanpton
Heal th Departnent. And before | put on this suit, |
spent 24 years in the Navy.

DR, HAYWOCOD: Julian Haywood, University
of Southern California, Los Angel es.

DR SHOPE: I'm Bob Shope from the

University of Texas Medical Branch at Galveston, and
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Center for Tropical D seases.
COL. DRI SCOLL: I'm Bob Driscoll, the
Desi gnated Federal O ficial.
LT. CO.

RI DDLE: Li eut enant  Col onel

Ri ddl e. I'"'m the Executive Secretary for the Arned
Forced Epi. Board.

DR OSTRCFF: And Steve Gstroff, and |I'm
with the National Center for Infectious D seases at
the Centers for Disease Control and Prevention.

RADM  HUFSTADER: Bob Hufstader, the
Medi cal O ficer of the Marine Corps.

RADM HART: Steve Hart, the Assistant
Chief for Qperational Medicine and Fleet Support, and
ny responsibilities include support of Navy nedicine,
research and devel opnent, and its preventive nedici nes
and fleet prograns.

GEN. CLAYPOOL: |'m Bob Caypool. |1'mthe
Executive Director of the Mlitary and Veterans Health
Coordinating Board. ['mnot a nmenber of this Board.
In a prior life, I had Colonel Driscoll's job and |
was a Designated Federal Representative.

DR, LANDRI GAN: Phil Landrigan from the
M. Sinai School of Medicine in New York City.

DR HERBOLD: John Herbol d, University of

Texas, School of Public Health.
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DR SHANAHAN: Dennis Shanahan from
Carl sbad, California.

COL. BRADSHAW  Yeah, |'m Dana Bradshaw.
I"'mthe Air Force representative to the AFEB.

CAPT. SCHOR: Ken Schor. I work wth
Admiral Huf stader at Headquarters, Marine Corps.

CAPT. YUND: M nane is Jeff Yund, and I'm
the Navy Liaison Officer to the AFEB.

CDR. LUDWG I'"m Sharon Ludwig, and |I'm
the Coast Guard Liaison and the Coast CGuard Preventive
Medi ci ne O ficer.

DR OSTROFF: Thank you.

W have a large nunber of distinguished

guests that are attending the Board neeting. Not all
of them are here yet. They will be, I'"'msure, in and
out based on the situation.

Li eutenant General Peake wll be here
later on this norning.

I'd like to acknow edge Rear Admral

Robert Hufstader, the Medical Oficer of the Marine
Corps. Thank you for attending the neeting.

Admiral Hart, who is the Director of
MEDO2, the Bureau of Medicine and Surgery.

ADM HART: | have a lot of titles.

(Laughter.)
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DR OSTROFF: Admiral Zinble, President of
the Uniform Services University of the Health
Sci ences.

LT. CO.. RIDDLE: Yeah, he'll be here
later.

DR OSTROFF: WII be here later.

Col onel Driscoll, thank you once again.

And Maj or Gener al (Retired) Rober t
Cl aypool, thank you once agai n.

LT. CO.. RIDDLE: I have just a few
adm nistrative remarks before we begin the neeting
today. And | certainly want to thank Col onel Eng and
his staff< Rich Lofts and M. Dave Mrse for assisting
and naking this nmeeting happen, and especially for the
Board nenbers, to go through the trials and
tribulations of the last week and to make the effort
to get to the nmeeting today.

I also want to thank M. Jean Ward and
Lisa Mns for all of their efforts in supporting the
AFEB in preparations for this neeting.

Col onel Robert Driscoll is the Designated
Federal O ficial for today's neeting of the AFEB.

If you haven't, please make sure that you

sign in at the registration desk, and for those

interested in the tour this evening, we have a sign-in

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

13

sheet out there, and you know, a lot of people aren't
aware that, you know, vyou're in a lead shielded
building sitting on top of a nuclear reactor. W
couldn't think of a safer place to have the neeting.

(Laughter.)

LT. CO.. RIDDLE: But there will be a tour
of the facility this evening, and if you're
i nterested, please sign up.

DR, OSTROFF: And is it true cell phones
don't work inside the building?

LT. CO.. RIDDLE: I couldn't get mne to
work inside the building. Yeah, so | think it's

because of the lead shielding, is what they told n®,

yeah.

So we'll have refreshnents, buffets,
nmorni ng and afternoon. Lunch both days wll be on
your  own. The cafeteria over at the Uniforned

Services University; they have a MDonald' s and sone
other fast food over at the Naval Medical Center, and
then certainly Restaurants in the |ocal area.
Restroons are just right outside the
conference room There are three tel ephones that have
been set up in the break area, and you just have to
dial 99 for an outside access or 991 for long

di st ance.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

14

If you have any fax copies or nessages,
just see Lisa at the registration desk.

And then we have subconmittee neetings
this afternoon and tonorrow, along with the executive
session, and what we'll do is we'll try to neet here
and maybe break out in groups here or use the break
roomor another facility to get those neetings done.

Tonmorrow s executive session will be here.
Certainly for the speakers, we do have a robust
agenda, and we'll have to be flexible. When General
Peake cones in, he wanted about 30 or 45 mnutes to
address the Board, and certainly when he gets here,
we'll just break with the schedule and give him that
time.

Al'so, remenber that this is a federal
advi sory comittee. You are being recorded and
transcri bed. So please identify yourself when you
speak, and we have m crophones set up for the audience
and then here at the table.

For dinner tonight we'll neet at the | obby
at the Hyatt at around 6:30, and we have reservations
over at the Rock Bottom Brewery.

Al so, certainly nenbers of the public and

press may be in and out today. So be aware of that

with your remarks.
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DR. OSTROFF: That's it?

LT. CO.. RIDDLE: Yes.

DR. OSTROFF: Thank you.

Wiy don't we turn the podium over to
Col onel Eng, who will begin the program by giving us
an overview of the Armed Forces Radi obi ol ogy Research
Institute?

COL. ENG \Well, thank you very nuch. |
appreci ate the opportunity to host the AFEB neeting.

You al ready have a copy of ny presentation
in the binder before you, but let nme give you a copy
in color, and it may clarify the graphs, which the
color would better indicate. So let ne just hand it
out to the rest of the group in front. So you have a
black and white in your three-ring binder at this
tinme.

It's my great pleasure to offer AFRRI to
host this nmeeting. Colonel Riddle and | were talking,
and we don't believe that you' ve ever held a neeting
here at AFRRI before.

One of the things that | want to really
point out is the fact that AFRRI, the Arned Forces
Radi obi ol ogy Research Institute, is really your
institute. Qur mission is nedical readiness, and

that's we're all about, to service not only DOD, but
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our nation, and | wll go through a little bit nore
about that as we get into our briefing.

One of the things that | do want to
nmention is the fact that we've been here. AFRRI got
started back in 1962 during the Cold War era, and the
facilities that we have was geared towards research to
look at the data that was required to deal with the
Cold War issues, but has since transitioned into
today's environnent on how to deal with the radiation
injuries and the challenges we all face, whether it be
the challenges on a nuclear radiological battlefield,
to that of donmestic issues and WWD issues that we
face.

I can say right now that we are engaged
significantly.

These are sone of the things that | want
to highlight, and there are sone msperceptions. The
fact that there are effective drugs to address the
radiation induced injuries that appear; the challenges
that we have is nothing new to us because during the
@ulf War, Desert Shield, the AFEB was engaged in
| ooki ng at FDA  approved medi cati ons or I ND
nedi cati ons, and these were very efficacious.

But because of the potential off-I|abel use

or IND status, we had certain challenges with the FDA
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regul ati on.

W had the sane situation here in terns of
these effective drugs. W' re talking about cytokines,
the Interleukin-11, and the granulocyte colony
stinulating factor that are FDA approved, and they are
efficacious for radiation induced injuries, but that
is not an indication.

And so | believe that that is one of the
di scussions in this nmeeting these next two days.

One of the misperceptions is the fact that
we have a lot of the information already to address
the radiation induced sepsis as caused by the
irradiation, as the data that has cone out of cancer
therapy. That is far fromthe truth. |In talking with
Commander Douglas, the Chief of Radiation Oncol ogy
over at the National Naval Medical Center and auto
oncol ogi st (phonetic), they don't get into a problem
l'i ke that.

They have fractionated exposure. You
won't see the type of injuries that we will see in a
battlefield or in a radiol ogi cal or nuclear event. So
they don't get into a situation where the crypt cells
and the lining of the intestinal walls are destroyed
because they do not want such conplications because it

woul d conplicate their treatnent.
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And so there is a void, and so a |ot of
that information has to be generated, and we're
focusing on that as one of our new projects.

The fact is antibiotic treatnent and all
of that, the resistancy that is occurring in a dynamc
node is causing a lot of challenges, and if you | ook
at the various places where our troops are going to
depl oy, the organisns that are increasingly resistent
to antibiotics will pose a challenge to all of us.

This is the briefing outline. Wen we
tal k about the threat, the threat situation goes from
a worst case scenario, low probability, hi gh
liability, all the way to increasing probability and
lower liability, all the way to a situation where from
the battlefield we get into involvenent with CONUS and
terrorismin a nucl ear radiol ogi cal sense.

In terms of the specific threats, we're
| ooki ng at the radiol ogical dispersal device where you
take a large radiation source, whether it be an
industrial source or a nedical source and place a
| arge explosive device on it and detonate it in a
situation of opportunity, highly traversed area,
heavi |l y popul ated area.

The issue there is not only the injuries

t hat wil occur, but al so what we call t he
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radi ophobi a, the "worried well" based upon the
experiences not only in Wrld War |, but with the
Tokaimura criticality accident, and nmany other
i nci dents.

One of the issues and challenges we face
from a nedical perspective are the "walking well" or

the "worried well," and those are the individuals that
may flood our nedical system and so when we have a
chal l enge discrimnating and differentiating those who
are actually injured and actually need nedica
attention versus those who really believe, really
believe that they are injured, but do not need
attention, but they need the reassurance and the
psychol ogi cal counterneasures or to be addressed in
terns of their nmental health status

In terns of pl acenent of radi ati on
sources, a scenario that we're very concerned about is
the fact that parties to be, groups may place multiple
sources throughout the United States in highly
travel ed areas, subway systens, and then two nonths
afterwards, then they identified the |ocation of the
sour ces

I ndi viduals may or may not have synptons,

and then they say, "Ch, ny gosh, |'ve been at these

subway stops," or, "l've been at these |ocations that
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were identified by the terrorists, and I don't feel so
good. "

But the terrorists identified the |ocation
of one of the sources and said, "W have many other
sources el sewhere,"” and can you imagi ne the phobia?
Can you imagine from the nedical systens, the nedica
personnel that would have to address this situation?

It would be just a trenmendous challenge to
all of us to deal with such a situation

Certainly one of the considerations that
we have is the construction of nuclear reactors in the
area of operation, and we're principally |ooking at
the old CONUS situation in the various theater of
operations, and that's what we're trying to engage

I"l'l show you a map of sone of the
reactors that we're concerned about Ilater on, and
certainly the wuse of nuclear weapons, maybe not
sophi sti cat ed, what we call i mprovi sed devices
certainly not at the efficiency of the technol ogy that
we have, but inprovise, it could be very effective in
produci ng KT type yields, kiloton yields.

Qur mission is nedical readiness, and the
readiness is to do

conponents of that nedica

research, and the research is to develop products to

prevent, assess, and to treat t he radi ati on
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casualties, the injuries, also to develop techniques
or procedures to give to health care providers on
possi bl e best ways to treat individuals.

Certainly we train medical personnel wth
the nedical effects of ionizing radiation course.

Before | ast Tuesday, we have a group over in Asia, in

Japan, and they were still in place, providing
training to U S nedical personnel in Japan and
Cki nawna.

Ri ght now we still have themin place, and

they're schedul ed to nove out to Korea to provide that
training. It's the first opportunity we have to train
not only U S. personnel, but also the Korean nmilitary
and civilian nedical personnel.

So they were in place, but | have a very
short leash on them In case sonething happens, |
will pull themback. | wll not hesitate to do that.

In terns of advice, we have a nenorandum
of agreenent with the J-4 nedical, as well as OSD,
Nucl ear Matters, as well as our conmtment to the
CI NCs, CI NC surgeons, and other individuals. In fact,
we were called by one of the CINC surgeons asking for
support. | deployed one of ny officers yesterday.

Certainly we have a team and I'll say a

little bit nore about that team | ater on.
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W have sources, as Col onel Ri ddl e
nmentioned, and Dr. Ostroff nentioned. W have sone
sources which very few people know about. We don't
advertise it because to us it's the normal operations.
kay?

The first source we have is our trigger
reactor. W can sinulate the nuclear pulse of a
detonation or go continuous node irradiation.

One of the things is we do not have a
power reactor. There is not an opportunity for a
criticality event. The way that the trigger reactors
were built and designed is the fact that it isn't
possible for it to go critical because once it
achieves a certain tenperature, it has a self-
guenchi ng nechani smthat shuts the reactor down.

And so there's absolutely no way that it
can go critical mainly because of the design of this

type of research reactor. It is a very unique reactor

because of our two exposure roons, and for those

taking the tour, you'll see.
Those taking the tour, we'll pulse the
reactor, simulate the radiation pulse from a

detonation, trenmendous shooting fromthe water so that
you' |l | get zero dose. Okay?

You'll see the Cherenkov radiation, which
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is exactly what the Japanese, the three Japanese
i ndividuals saw at Tokainura criticality event w thout
the dose. So you're see the Cherenkov for those
taking the tour.

W al so have a high level cobalt radiation
facility rated at 400,000 Curies, and so we can do any
experinents that we need or investigators.

I ndeed, we have a |inear accelerator that
can give us a 54 MeV electron, giving us a good dose
rate on X-rays. W also have a low |evel exposure
facility to look at very low level chronic exposure,
which is an issue that the folks in Europe encountered
and sonething that is an issue to all of us.

We have a veterinary facility, which is a
35,000 square foot facility. We house rodents up to
proci nes, cani nes, non-hunman pri nmates.

In ternms of a research team we have four
research teans, and I'Il say a little bit more about
each of these teans.

In terns of the first team Dr. Seed, the
requi renent there or the objective there is to | ook at
the devel opnent of products of drugs, pharnaceuticals
to reduce the nunber and severity of the radiation
i nduced casual ti es.

W're |looking at pre-treatnments and
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treatment drugs, and the philosophy is the fact that

if we know that our folks are going into harms way,
into a nuclear environment, a radiological situation,
the pre-treatnments nmay be used to mnimze the
potential exposure, and if this happens, and even
though they're exposed, at least the injury is
m nimzed, and so you have a greater opportunity to
deal with the injury because it would not be as
severe.

And so an ounce of prevention is worth a
pound of cure, and if, indeed, they don't have the
pre-treatment on board, we're really working heavily
on the treatnment nodality, looking at restimulating
t he hemat opoi etic system

I ndeed, one of the products that Dr. Seed
and his group are looking at is this particular
steroid, the 5-Androstenediol. We're tal king about
providing the steroid one day before the exposure to
two and a half grays (phonetic) in the rodent nodel,
and we're looking at subcu. administration versus
oral .

If you take a look at the controlled
group, no nedical intervention with the irradiation.
Get about 20 percent survival approximately, 15 to 20

percent survival.
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But if you provide the medication in an
oral fashion one day before, you get about 50 percent
survival . But then if you give it subcu., you're
| ooking at potentially 100 percent survival.

This is quite an amazi ng conpound because

if given even two hours after exposure, you get the

sane results. So not only is it a potential pre-
treatment. There's a potential -- and | only say
"potential" -- that it mght be even a treatnent
nmodal i ty.

In terms of biodosinmetry, we're talking
about a situation where a lot of our troops are naybe
in a donestic situation. A lot of our folks may not
have the physical dosineters that a lot of us carry.
Ckay? Not the thernol uni nescent detectors.

In the mlitary, in the Arnmy, we have the
DT-236, but it's very difficult to inmagine that a |ot
of civilians are wal king around with their dosineters.
Okay? And so we have to have a way of estimating the
radi ati on dose to allow for triage potentially and/or
assessnment of the unit radiol ogi cal status.

Certainly in this particular situation,
one thing is to draw the bl ood and nake an assessnent.
The current gold standard procedure takes about three

days, two and a half to three days, an unacceptable
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| ength of tinme.

W' ve shortened that to one day, but our
objective is to devel op an assay that would be able to
be perfornmed in | ess than an hour or even shorter.

AFRRI is the only DOD lab wth such
capabilities, and one good thing is that this lab
capability is a reach-back capability for a depl oynent
team and so our institute is there to support our
depl oynent team

We take a | ook at the possibility in terns
of where that biodosinmetry capability can be infused
or incorporated into the battlefield. W know doggone
well that the battlefield will becone asymetrical
very quickly in the future. So it's not going to be a
nice, neat, orderly arrangenent, and there's going to
be significant challenges for all of us.

So this is the best case. Asymmetrical is
probably the real situation where there 1is not
straight, nice line of delineation on the battlefield.

In terms of the NBC interactions and
counterneasures, what we're talking about is the
conbined insult and synergy effects of not only
radiation, but also sonething else, whether it be
chem or a bio. agent.

We're refocusing this study into a
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different area, and that is the translocation of the

normal gut flora, the enteric organisns as far as a

translocation as induced by radiation. That's what
we're refocusing this effort.
But | just want to show you a little data

in terns of what we found in ternms of the conbined

injuries of radiation and a Bacillus anthracis Sterne

i nsult species.

So this is what we're transitioning to,
and certainly all of the data allows for incorporation
into a casual ty nodel .

This is an exanple of the results that we
have during the conbined injury studies. If we take a
| ook at the rodent nodel and seven grays (phonetic) of
exposure, 100 percent survival. But if we provide an

i ntratracheal infusion of the Bacillus anthracis

Sterne with that quantity, we get about 60 percent
survival .
If we conbine both the radiation and the

Sterne insult or Bacillus anthracis Sterne insult, we

get less than a percent survival, and that's the
exanpl e of conbined injuries.

But what happens if we were able to pre-
vaccinate the rodent and then provide the insult or

insult the animals with the Bacillus anthracis al one?
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As seen with the vaccine that a nunmber of
us have been vaccinated with, we get 100 percent
survival, just as we woul d expect. But, indeed, if we
put not only vaccinate, but also irradiate the rodent
nodel, we don't get 100 percent survival. W get 80
percent. We still get 20 percent nortality, and this
i s unacceptable to us.

And so we have to find ways to reduce this
nortality rate, and that's one of our objectives.

One of the other things is the fact that
when we tal k about conbined injuries, there's a lot of
information we don't know, and this was a surprising
W tal k about the conbined

finding to us at |east.

injuries of radiation and also the Bacillus anthracis,

but we also are looking at the bacteria that's
isolated from the various organs and tissues of the
mce to see what organisns profuse and/or challenges
to infection and what we may have to do for those
radiation injured casualties, service nenbers.

If we just take a Ilook at just the
irradiation alone, and we're tal king about sub-Iethal
irradiation in the various doses w thout a chall enge,
we find that the organisms as isolated from the
various organs and tissues of the rodent -- there are

none. That means the gut is intact. The crypt cells
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have not been destroyed. The lining is intact, and so
that prevents the translocation causing sepsis.

If, indeed, we just provide the spore
challenge wthout the irradiation, just the spore
chal l enge, what we see is the fact that, indeed, as

you would see, we have the Bacillus anthracis, the

Sterne species, isolated from each of the organs and
the various tissue as expected during a challenge of

the Bacillus anthracis.

But what happens when you conbine both a
sub-lethal irradiation and the spore challenge? Wat
happens here at the various three, five, and seven
gray exposure with a spore challenge, we see not only

the Bacillus anthracis, but we see all of these other

organi sns that have transl ocated.

W didn't expect to see that. We
anticipated that if, indeed, there was no synergism
we would only see the Bacillus anthracis just |ike up

here with a sub-lethal exposure. But we have all of
these other bacteria which ciprofloxacin by itself
woul d be inadequate to treat these individuals.

And, again, throwing in the resistancy to
the various antibiotics, we do have challenges, and
now with this data we alert the health care providers

that they may have challenges if we ever get into a
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ke this.

So this is the type of data that we're

Certainly you have heard about the

in the depleted uranium arena where a

nunber of our soldiers have cone back from Desert

Shield and

Desert Storm and there's inplications of

potential health effects.

Note that the nunbers of individuals are

very low froma statistical point of view, and to date

we have not

definitive i

in that are

found or the VA has not elucidated any
Il health effects. We are doing studies

na to look at potential carcinogenic and

nmutagenic effects, and that's the studies that are

ongoing here at AFRRI, and AFRRI is the only DOD |ab

performng

i nstrunent al

that type of study. And we were very

in providing the open literature, peer

reviewed journals or peer reviewed articles on that,

providing it

i ndi vi dual s

on that.

the hunman

transformati

(202) 234-4433

to our NATO allies and all the so-called
very concerned about this.

So we're trying to play the honest broker

This is one study we've done |ooking at
osteoplast sarcoma and looking at the

on of that particular cell Iline when
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exposed to depleted uranium and a nunber of other
potential metals that are known as carcinogens,
nmut agens.

And what we're looking at here is the
transformation rate when these cells, the osteopl ast
sarcoma, the normal and the transfornmed; when they're
exposed to the various netals. And this gives the
rate of transformation per 500,000 surviving cells.

Then on this line we're taking a |ook at
the nunber of tunors formed when a mllion of these
transfornmed cells are injected into i mune conprom sed
rodent. As you can see, with the insolubility yield,
you get a trenendous transformation rate as opposed to
the controls.

But the tungsten, ni ckel, cobalt is
considered as a potential replacenent discussion. But
if you look at this potential replacenment, it may not
be as free from concerns.

And S0 if, i ndeed, t here is
considerations, we really have to take a look at it,
and you can see the potential tunorigenicity issues
here, too.

But the ace in the hole is the fact that

phenyl acetate could possibly nmtigate these effects

if, indeed, we find that there is a situation there.
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And so we're | ooking at potential ways of dealing with
it not only to potentially identify.

I don't think there's any doubt in our
mnds that next time if we ever get into a tank-on-
tank battle, that we are not going to be the only ones
with a DU and so we are not just going to see
friendly fire casualties in terns of DU casualty, but
they will be OP-4 inflicted.

Operational support in terms of the course
itself, | mentioned the fact that our teamis in Asia
right now. We provide a lot of training throughout
the year, but of course, in DOD, as you all can
i magi ne, the budget situation is really a challenge,
and we've been told that our budget will be
potentially zeroed out next year in FY '02 on the
training aspect, and so that poses challenges for us
in terns of having to look at the potential of
di st ance | earni ng.

But, indeed, that is a challenge na only
for us, but also for the nedical managenent chem -bi o.
casualty course al so. So we all face challenges in
these austere times.

In terms of our advisory team this is our
team that depl oys.

This we deploy as part of the

consequence managenent advisory team which is the DOD
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team that depl oys to a weapons incidence, Broken Arrow
situation, a radiological emergency.

W stood up and are on alert as of [ast
Tuesday, and we're prepared to deal with any
si tuation.

Today | was supposed to travel to Japan
right after this talk, and so face the challenges of
Dulles airport, but |'ve decided that it's prudent
that Col onel Jay Cox and nyself will not go and |et
the folks that are over there deal with it, and so
we're in place to deal wth any situation, and
hopefully we will not have to do that at all.

But these are the things that we have the
capability of doing with our team

Qur concern is in the Korean theater, the
nunber of reactors there, locations. W've devel oped
plunes and plots, and there are certain situations
that we're very concerned about in ternms of the
rel ease of the radioactive conponents in the core if
there is an incident, if there is a conflict on the
peni nsul a.

The sanme type of challenges in Japan not
only from the operatives, North Korean operatives in
Japan, but also the situation that Japan i s earthquake

prone, and if you look at nmpst of the reactors,
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they're along the coast for cooling p

there is a severe earthquake, not

effects of the earthquake, but also the tsunam

could be generated on that.

In the '20s, there was

called the Great Continental Plain

that time, that was before the Richter

34

urposes. But if

only the direct

t hat

an earthquake

ear t hquake. At

scal e was

devel oped, and at that tine, although there was only a

description of the nmmgnitude of the

was postulated that the Richter scale assignnment

either in the eights or high eights,

destruction, it

was

which is quite

dramati c because that's a |l og factor scale.

In conclusion, the readiness aspect is

now situation rather than a later si

a

tuati on. W' ve

al ways stated that it's better to develop a plan now

rather than to develop plans or contingency plans

during a crisis because that is the worst

devel op a pl an.

It's always nice to pull

time to

a plan off the

shel f and spruce it up and nodify than to have to go

into a crisis nobde because we'll have a

things on our plate, and it is not

si tuation.

So that concludes ny briefing. Agai n,

t housand

the optinal

certainly amgratified to host the AFEB neeting here,
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and if there's any situation or issues or needs,
pl ease | et me know or mny folks know, and |I'm sure that
a lot of the topics on the agenda are of trenmendous
interest to us.

And, again, thank you very nmuch, and
subject to your questions, that concludes ny briefing.

DR OSTROFF: Thank you very much, Col onel

Eng.

We have just a couple of minutes before we
get into the preventive nedicine updates for
questions. | have a couple that canme to m nd.

One of themis | wonder if you could speak
to what type of staff you have in a facility Ilike
this. Mst of us are primarily in the nedical arena,
but I would imagine dealing with the types of things
that you deal with that you also need to have nucl ear
physi ci sts and personnel such as that. I wonder how
you staff the facility in terns of very specific areas
of experti se.

And the other question that | had was when
you're talking about trying to determine or develop
rapid detection nethods to determine if soneone has
been exposed to or had a nucl ear exposure, is anybody
t hi nki ng about noninvasive ways to be able to nmke

t hat determ nation?

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

36

COL. ENG Let nme answer the question on
the staffing. I have the conmmitnent from the
services, Arnmy, Navy, Air Force, staffing from the
mlitary perspective, officers and enlisted, have
approximately 160, 170 individuals, mlitary and
civilian, approximately half and half in terns of
mlitary and civilian.

The type of specialties that | have range
anywhere from support staff or logistician to health
physi ci st , to bi ochemi st s, m crobi ol ogi sts to
physi ci ans. I have physicians and health physicists
on ny response team but they also serve other
functions in terms of the training, the nedical
effects of ionizing radiation course, as well as
occupational safety, occupational safety physician.

And so we do a lot of double dutying and a
ot of overlapping responsibilities. So Arny is the
| argest number. Navy conmes next, then Air Force. You
see a varied diversity in the science area to approach
all of these functions.

In ternms of the second question was?

DR OSTROFF: Noni nvasi ve rmnechanisns to
i dentify whet her someone has been exposed.

COL. ENG Actually the nechani sns we were

| ooking at are to draw bl ood and to take a | ook at the
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potential chronbsone damage in the blood, and that's
sort of the gold standard in |ooking at the dicentrics
and centric appearances during a specific dose of
radiation, therefore a correlation to the estinmated
radi ati on dose.

One of the things we're getting into that
we think may give us trenendous sensitivity is to | ook
at bioindicators, nolecular indicators that may be
nore sensitive to give us an estimation.

Again, it would require the sanpling of
wi t hdrawi ng bl ood sanpl es. Ri ght now there are sone
studies being done to look at the electron span
resonance signals in terns of a noninvasive, maybe
nonsanpling of bone type tissue, teeth or whatnot,
i nvasi ve and noni nvasive to | ook at that.

But we were looking at at Ileast the
sanpling of blood and |ooking at the sensitivity of
that at this tinme. W think there's trenendous
opportunities there, and there is an international
panel, 1SO panel, taking a look at the standards of
bi odosi netry from an international perspective and to
see what studies or techniques can be adopted on the
world. So that's what's happening.

DR OSTROFF: I nmean, | would think with

the DARPA folks, they would just figure out sonme way

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

38

to just wave a wand over sonebody eventually or
sonething like that and tell whether or not they've
been exposed.

There are a nunber of other questions.

Let me start with Phil.

DR LANDRI GAN: Colonel, 1've got two
questions, please about the 5-Androstenediol. First
of all, you said that it would still be effective two

hours after an exposure, and | wondered if you were
pushing that envelope to see if you could get out
beyond two.

And then ny second question was | wanted
to ask if you had plugged that conpound into those
synergy experinents that you describe where you expose
the animals sinultaneously to radiation and to the
various bacteria.

COL. ENG On the second question, tha
woul d be the ideal situation. W have not perforned
those studies yet. That would be ideal to include
sone of the other pre-treatnents that we currently
have that show prom se.

Is Dr. Seed in the audi ence?

Dr. Seed can address your first question.

Coul d you go to the mcrophone, Dr. Seed?

DR SEED: Concerning the second question,
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actually we've done sonme experinments with conbined
injuries and the protection wth 5-Androstenediol
against the infectious challenge wthin irradiated
animals, and it's quite effective there.

On the second question, the second
guesti on was?

DR LANDRI GAN: Could you push out the
envel ope? The colonel had nmentioned that it was still
effective at reducing casualties if you admnistered
it two hours after exposure, but can you push that out
to three, four, six, 12?

DR SEED: Those experinments haven't been
done yet, but we do know that shortly thereafter
irradiations, in contrast to some of the nore
classical radioprotectors, this protects after the
exposure.

DR OSTROFF: Yes.

GEN. CLAYPOQOL: You know, terrorists seem
to go after relatively soft targets or unexpected
targets, and in the nation these days, it seens that
chemical and biologic weapons of terrorism have
garnered a great deal of public interest and support.

I'm a little concerned that as a nation

maybe we're not focusing as nmuch as we should on

trying to be able to either prevent or deal with the
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nedi cal consequences of sone sort of a radiologic
terrorism

I'"m just curious. Are you aware at the
nati onal level is there some agency |ike Departnent of
Energy that has the lead on looking at this? And if
so, is Departnent of Defense participating with this
in terns of looking out over the horizon to try to
reduce the risks and be able to address any of the
consequences?

COL. ENG As you know, the legislation is
concentrating mainly on the chem and bio., and for
the response teans. Early on we tried to interject to
surgeons, the National Guard NGB surgeon, in terns of
trying to incorporate and include the radiological
trai ni ng.

And indeed, because of the restriction of
the legislation to address only chem and bio., there
were hands tied such that they did not get a robust
training in the radiological area, and so there has
been sone shortfalls in that training, and so the
enphasis has nmminly been on chem-bio., and we are
behind in terns of that radi ol ogi cal readi ness.

So | don't have a good feeling. | really
don't feel very good about that because of that, of

what' s happeni ng.
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DR OSTROFF: Col onel Bradshaw.

COL. BRADSHAW  Yeah, Colonel Eng, | just
wanted to ask if, and confirm | guess, that when
you're talking about the biodosinetry neasurenents
that you're speaki ng of whol e blood and not serum

And | also wondered if you had | ooked at
this in stored blood. Can you still do the same kind
of measurenents?

COL. ENG I'"m going to have to defer to
Dr. Blakely. | know that what we're really keying in
on in terms of the dicentric and the centrics are the
white blood cells. That's the conponent we're | ooking
at in terms of the chronpsomal defects for an
estimation of the radiation dose.

Wen we start taking a look at the
nmol ecul ar indicators, we're |ooking at the conponents
of the plasma.

If Dr. Blakely is here, we'll get an
answer, and I|'lIl get you two together for any nore
definitive response to that.

CAPT. SCHOR: There have been a |ot of
open press reports about threats to nuclear reactors,
power generation plants. Do you have any conments

that would be appropriate to discuss that threat in

t hi s audi ence?
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COL. ENG Note that the power reactors --

we've nmade a nunber of assessments in terms of the
downwi nd plune and also the construction of the
reactors, the so-called Wstern design wth the
containnent facility versus that of +the graphite
reactors which do not have a containment facility.

I was able to visit last year the St.
Petersburg reactor right outside of St. Petersburg,
which is a graphite reactor, and it's really quite an
opportunity to stand on top of the core of the reactor
and look at all of the fuel rods and the Cherenkov
radiation glowing from the fuel rod. It's really
interesting to step into the generator room and see
this gigawatt generator with a shaft about yea.

The graphite reactors are a situation
where we've assessed that if there is a bad situation,
whi ch the quality assurance has really been hei ght ened
because of Chernoble, a lot of quality assurance even
by the Russians have been put in place, but if
sonet hi ng shoul d happen or assessnents in terns of the
threat to U. S. personnel in EUCOMis such that it will
not hit the action level that mandate the use of
potassium iodide, the activity levels will be above
background, but nowhere should it trigger action

| evel s because of the distance and the dilution factor
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as it would reach the U S. popul ati on i n EUCOM

It's a little bit different if we take
| ook at the Korean and the Japan situation because of
the greater challenges there, but let nme just state
that there's one situation that would challenge a
Western design reactor. The way it's real critical is
the fact that there is a primary cooling system as
well as a back-up cooling system and this is in all
West ern design reactors.

The only way that a criticality can occur
is the fact that both systenms are sinultaneous, and I
qgquote "simultaneously,"” corrupted. Then we get into a
potential criticality because there's not enough
cooling capacity to take away the heat load of the
core.

If it occurs sequentially, that's usually
not a probl em because there's enough capacity, but if
sonehow the OP-4 or operatives are able to disable
them sinultaneously, we could get into a pretty bad
situation, and | think that the OP-4 terrorists know
this fact, and it's whether, indeed, there are
operatives in those countries.

And certainly if there was a conflict on
the peninsula, one of the things you'd want to do is

shut those reactors down and really cause us to have
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problems, not only the South Korean folks, but
ourselves in terns of disruption of activity.

If you look at California, what that did
to conpromse your abilities to carry on nornmal
operations with your power shortage. So that's what
the situation may be.

DR OSTROFF: W have time for one nore
question. Dr. Haywood.

DR HAYWOCD: What's the duration of
protection of the vaccine? Duration of protection?

COL. ENG For the?

DR. HAYWOCOD: The vacci ne.

COL. ENG  The vaccine. Are you talking
about the anthrax vaccine or --

DR. HAYWOOD: No, the Andros-3 (phonetic).

COL. ENG Duration of protection. I
defer to Dr. Seed.

DR SEED: We've gone from 24 hours prior
to exposure down to two hours after exposure. So,
again, the w ndow of protection is between 24 hours,
again, prior to exposure all the way through just
fol | owi ng exposure.

DR OSTROFF: Can | ask one |ast question?

I was really fascinated by the data you

presented about the conbination of the radiation
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exposure and then the anthrax exposure, and 1|'m
curious because it wasn't clear to me from the
presentati on. The anthrax exposure, was that an
aer osol exposure or was that an oral exposure?

And I'm wondering if you tried it both
ways to see if it nade a difference since there are
vari ous ways that anthrax causes di sease.

COL. ENG

The route of exposure for the

Bacillus anthracis Sterne species, not the weaponized

species, was intratracheal, and the reason why we went

with the intratracheal and the Sterne species is the

fact that that allows us to conduct the studies here.
W had plans to conduct the inhalation

experinment with the weaponi zed Bacillus anthracis, but

unfortunately, the focus of our study as nandated to
us was to stop that study and focus ourselves to the
transl ocation of enteric organisns in the gut.

And so those studi es have been put on hold
by powers above us. So that was sonething we had
pl anned to do, but because of priorities set upon us,
we' |l not be able to do that in the near future.

DR OSTROFF: Well, thank you once again,
and once again, thank you for hosting the neeting.

I"Il ook forward to the tour this evening.

COL. ENG Well, thank you very nuch.
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DR. OSTROFF: Wiy don't we nobve on to the

updates? | think the first one is froman old friend
to the board, Col onel Diniega.

DR DINNEGA: Am | that old? | hope you
didn't mean chronol ogically, Steve.

DR OSTROFF: Huh-un.

DR. DI NI EGA: Good nmorning, and |'m al ways
glad to be a part of the Board activities.

Wiat |1'd like to do is just provide a
little bit of an update on things that have occurred
since our |ast neeting.

Next sl i de.

This is the agenda that I'd like to
address this norning. These are issues that are at
| east high up on our plates and our radar screen at
this point.

The influenza vaccination policy, because
of the slowdown in distribution, was signed on
Septenber 10th by Dr. Clinton. W average about three
mllion doses a year, and we had a sole source
producer this year in Aventis Pasteur.

Qur delivery schedule, as with the rest of
the country, has been slowed down, but we're a |ot
better than |ast year.

We expect 25 percent by md-

Sept enber, 65 percent in Cctober, and the remai nder by
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t he begi nni ng of Novenber.

At this time |ast year, by m d-Septenber |
thi nk we had about 250 doses only.

The priority pretty nuch follows the |ast
year's scheme, priority to nmedically high risk
patients, operational forces, and direct health care
provi ders. And we've asked that all our facilities
del ay mass vaccinati on canpai gns until Novenber, after
delivery of the renainder of our vaccine.

Tet anus cont ai ni ng vacci nes continue to be
in short supply. The conpany, the manufacturer states
that this will probably extend into early 2002. In
May, and | think it was briefed at the |ast neeting of
the AFEB, there was a consensus statenent by the Joint
Preventive Medicine Policy Goup that was distributed
to all of the services.

The opriority for vaccination goes to
people traveling to diphtheria risk countries, to be
used for prophylaxis in wound nanagenent, and to
people and persons with less than three doses of
t et anus.

This will be a controversial topic. The
IOM is expected to release a report on 20 Septenber,

and this is fromthe Vaccine Safety Conmttee of the

I oM
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The I nteragency Vaccine Goup, which is a
federal agency, and I'mthe DOD liaison to the group,
is currently preparing a statenment on its release,
informati on papers and QA sheets to be used by public
heal th departnments across the country, and they will
share all of those with DOD, and we'll be able to
utilize that in our system

Yel | ow fever vaccine, |'m sure you've all
heard of the seven deaths following vaccination
reported in the last MWR Notice to Readers on 3
August . There were seven deaths between 1996 and
2001, all of multi-organ system failure related to
vaccination with the current vaccine.

The JPMPG we're going to review our
service poli ci es, t ake a | ook at t he CDC
recomendati ons, and we expect nore to cone out after
the ACRT neeting in Cctober and certainly |look at the
risk information as this is considered one of the
saf est vacci nes around.

The current crisis, just to let you know
that we do have a 24-hour energency operation center,
and the Ofice of the Secretary of Defense Crisis
Control Center and the Executive Support Center has

been operational sine the afternoon of the tragedy.

W have a Health Affairs Desk that is
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manned 24 hours, seven days a week, and it's manned by
Col onel Driscoll's shop, Health Operations Policy, and
they're doing a great job.

And our primary mission is to coordinate
nmedi cal issues between the Ofice of the Secretary of
Def ense, who decides on nedical support to be given
outsi de of DOD and al so within DOD, and other agencies
and services to include the Joint Staff, the services,
FEMA, O fice of Energency Preparedness, et cetera.

Each of these agencies and services had
their own 24-hour energency operation center, and on
the schedule you'll see that General Peake, the Arny
Surgeon General, wll be speaking on nedical support
to current operation later on in the norning.

Subject to your questions, that's ny
briefing.

DR OSTROFF: Thank you, Col onel Dini ega.

DR. GARDNER: Ben, | was at a neeting in
Atl anta | ast week, actually |ast Tuesday, dealing with
the influenza issues with CDC, and | guess, although

it's one of the interesting issues for us to consider,

is it looks as if the live, attenuated influenza
vaccine will probably be licensed for adul ts
reasonably soon. It's a little less clear what the
pediatric age will be.
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But, that |ooks pretty good in ternms of

protection and nucosal inmunity. |t may actually have
sonme herd imunity that m ght be inportant,
particularly in the mlitary situations.

Are there studies or considerations for
what we'll do if and when that vaccine becones
avai |l abl e?

DR. DI NI EGA: Vel |, I think we've
di scussed this at several neetings, and nunber one is
we'll have to wait until it becomes |icensed.

Number two, we'll have to take a | ook at
the cost and then take a look at the CDC
recommendati ons and t hen deci de whet her or not -- see,
we usually follow ACI P recomendati ons unless there is
a mlitary unique reason for our own reconmendation
within the approval process and within the purview of
t he approval .

So we would discuss it at the Joint
Preventive Medicine Policy Goup at |east before we
woul d deci de on any further recomendati ons concerni ng
use in the mlitary popul ation.

I think the issue will probably be cost as
one of the biggest issues.

DR OSTROFF: Yes.

DR BERG Bill Berg.
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Ben, coming back to the tetanus containing
vaccines, as | recall, the CDC had a fourth group in
the priority listing, wonen, pregnant wonen who had
not gotten a booster dose for nore than ten years.

Did the JPWPG buy into that also, or
did --

DR DINIEGA: | just gave you to top three
categories, and | do have a statenent there that | can
share with vyou, but that was on the Ilist for
prioritization of the vaccine.

DR BERG Thank you.

DR. HERBOLD: Ben, you nentioned for the
i nfl uenza vaccine that one of the priority groups were
operational forces. Does that include or exclude
training coomands, training installations?

DR. DI NI EGA: There is a separate group
for recruit training. You're tal king about recruit
training, and | think one of the problenms we had | ast
year with the slowdown in distribution, one of our
| arger concerns was being able to vaccinate prior to
Christmas leave, and | think it looks like we'll be
able to do that this year, although for the early use
of the vaccine, we have not put them up as high as
operational forces that we'll need to depl oy.

In today's current situation, | think that
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even takes on nore significance. So we're hoping to
vaccine the recruits prior to their going on Christnas
| eave. That's what we'd like to do.

But operational forces, when we speak of
operational forces, it's headed as those that wll
deploy, and the immediate deploy should have the
hi ghest priorities.

Sir.

DR. LANDRI GAN:  Phi | Landri gan.

Ben, what's your betting on howthe IOMis
going to cone down on thinmerosal ?

And related to that, is thinerosal really
an issue for adults? | thought that was principally a
pedi atric problem

DR. DI NI EGA: You're exactly right. The
issue that CDC and American Acadeny of Pediatrics have
been addressing has been the use of the preservative
in vaccines for infants and children, and that is the
focus that they have. Although we do know that there
are sonme adults who have problens clearing nercury,
I'"mnot so sure that they're going to answer that.

And then as far as do we know what they're
going to say, when | sat on the teleconference the

last time, and | don't know if Dana, who substituted

for me recently, has any further information, the
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issue was going to be still focus on children. And
actually the interagency vaccine group was nhot too
sure what was going to cone out until they saw the
report which they thought they would get advance
copi es several days ahead of the rel ease.

Dana, do you have any?

COL. BRADSHAW Yeah, | asked that
question specifically about the adults, and it does
seemto focus primarily on children.

Just to bring in the perspective on adults
t hough, we have had sonme @ulf War veterans actually
come before chief of staff of the Air Force and al so
Admiral dinton in Health Affairs with concerns about
the amount of thinerosal and organic nercury that they
m ght have received getting multiple vaccinations,
i ncluding al so i nmune gl obulin which had thinerosal in
it because of what they get in a single dose, maybe
getting as much as 100 micrograns or so at a tine.

And the confusion there comes in in how
they've interpreted the EPA's referent dose, which
anounts for a 70 kil ogram nan about 17 m crograns, you
know, as all owabl e.

But the referent dose is actually for a
lifetime mnimum and they interpret it as a single

even though the EPA says that that's not supposed to

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

54

be the way that it's interpreted. But again, you're
working with lay people and their concerns are of that
nat ur e.

DR OSTROFF: | think -- one nore?

COL. STAUNTON: Yes. M chael St aunt on,
Uni ted Ki ngdom

I'd like to raise the issue about
vaccination wth horse (phonetic) protection and
preparati on, whether or not as part of preparation
vacci nation is envi saged and what inplications you
think that m ght have for a conbined -- for sonething
particularly if we're working as allies, that we
shoul d seek to use exactly the sane vacci nati ons.

DR. DINIEGA: You're tal king about use of
vaccine on a nmulti-national course |evel. I am
famliar with sone of the issues nainly because | used
to at one tine in a previous assignment work on NATO
i ssues, and | know in the arena of biological warfare,
the NBC Worki ng Group has a standi ng subcomittee that
is looking at maki ng recomendations and only
recormendations. | don't think they're headed towards
a STANAG (phonetic) on vaccines to be used in NATO
operati ons.

The issues are nmany. The issues are

licensure, and the issues are procurenent issues and
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pur chase i ssues.

But | think it would be good to have sort
of a standardi zed approach to it. I know during the
Persian Gulf War when | was the Preventive Medicine
Oficer in Korea, the south Korean Republic of Korea
forces did come to us for assistance in procuring
vaccines that they knew our U S. mlitary was being
vaccinated with prior to going over to Southwest Asia.

And we did cooperate and assist them and
there has been other instances where that has
occurred. | think the nice thing is that in sone of
the vaccine developrent arenas it has gone to
mul tinational devel opnment.

DR, OSTROFF: Ckay. I"mgoing to try to
keep on schedule, but | do have one nore question |
wonder if you coul d address.

DR DINIEGA: O course.

DR OSTROFF: Being that we don't have the
good Col onel Grabenstein on the schedule this tineg,
the first time in quite a while, | wonder if you can
address if there are steps being taken to try to get
the other lots of anthrax vaccine that currently
haven't been rel eased by the FDA rel ease.

DR DINIEGA: | think the efforts that he

briefed on at our last neeting continues, and the
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controversy over the vaccination program continues. |
think we're all aware that it's down to a real trickle
and sel ected use of the anthrax vaccine because of the
short supply.

DR DI Nl EGA: I think it's a much nore
critical issue nowto try to get themrel eased.

COL. BRADSHAW This is Col onel Bradshaw.

There has been work done on an |IND
protocol to wuse other lots of vaccine for post
exposure prophylaxis, along wth ciprofloxacin. So
there is a protocol that sonme of the lots that may not
currently be FDA released, that in such a contingency
those lots could be used if you did know of an
exposure.

The other thing is | was in a neeting just
yesterday, and particularly the events of the |ast
week, there's been sone plus-ups in noney, including
additional nonies to try and get an additional

fermenter at Bioport to try and increase their

capacity.

DR. OSTROFF: Thank you.

Let's nmove on to Colonel -- and |I'm bad
wi th nanmes -- Qunzenhauser.

COL. GUNZENHAUSER: That's good.

DR OSTROFF: Thank you.
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CAPT.  YUND: He has trouble with it
hi msel f soneti nes.
(Laughter.)
DR OSTROFF: Thanks, Jeff.
Wthers was al ways very easy.
COL. GUNZENHAUSER: Good norni ng. I'm

Jeff Q@unzenhauser from the Arny's Surgeon Ceneral's

O fice.

| spent many years out at Madi gan, and we

used to have a saying out there that at
Arny Medi cal Departnent, you were either
you wanted to be at Madigan, but now si

out here on the East Coast and they've f

| east in the
at Madi gan or
nce |'ve been

inally got ne

out here, it's really been an exciting tine.

I think | last spoke to AFEB nmaybe ten
years ago on sone respiratory disease issues. It's a
pl easure to be back, and | look forward to working

with all of the Board nenbers very much.

I mght answer one question Dr. Herbold

asked about flu vaccine for trainees, and based on our

initial estimates, we believe in the

enough vaccine in the early delivery

Army we have

to cover our

trainee base. So they're actually the fourth priority

behi nd operational forces, health care

high risk beneficiaries. Trainees are f
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bel i eve we have enough vaccine in the first delivery
to cover those.

So this year we're in a nuch better
position than | ast year.

I"mjust going to cover three topics this
norning. The first one |I'mjust going to cover very
briefly because Dr. Diniega has reviewed this.

We, following the policy that the JPWMPG
devel oped earlier this year, the Arnmy developed its
own tetanus vaccine policy, and you can see here that
was published in the 4th of June, and basically the
prioritization scheme is exactly what the JPWG
advocated and al so the same as the ACI P recomended.

One thing that we did put in here that is
an issue, and | hope we won't have to get into this,
but if we do run out of tetanus-diphtheria vaccine,
then we're going to be looking in sone situations of
maybe just using tetanus toxoid.

And you run into sone issues there of
hypersensitivity reactions if you use a diphtheria,
t et anus-di pht heri a booster sooner, and we've put sone
gui dance out regarding that.

The second policy | was going to nention,
I know there's been a |ongstanding recommendati on for

all of the services to screen for varicella and to
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i mruni ze trainees and other groups, and we did sign
off on a policy this sunmer in July which inplenments a
vacs. (phonetic) varicella screening and vaccination
program and you can see the populations that are
targeted here.

There's a little bit of different guidance
for the different populations. For the trainees
thensel ves, we have a nandatory program |It's called
the Varicella Screening and Vaccination Program
actually developed by Dr. N ebuhr while he was
Preventive Medicine Oficer at Fort Knox.

And we've reviewed that real extensively
and have adopted the procedures that were used at Fort
Knox.

The Arnmy has adopted the option for the
trainees to go with a history as opposed to screening
all trainees serologically. It involves answering a
sinple question of whether or not you ve had
varicella, and the responses that are possible are
yes, nmaybe, no, and | don't know, and we count those
that say yes or nmybe as a positive history of
varicel | a.

And those who say no or don't know are
screened, and if they are found to be non-i nmune, they

are vaccinated. And that's been found to be effective
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based upon the work that was done at Fort Knox.

We have a relatively aggressive program

W're trying to vaccinate everybody by day nunber

t hr ee. The policy that's reconmended i
vaccination within the first two weeks.

Funding is sonewhat of an

s to initiate

i ssue. W' ve

actually found, and | think this information was

presented earlier to the AFEB, that ther

savings to the Arny through vaccination.

e's a net cost

Most of the

cost savings has accrued on the operational training

side with a net loss really to the medical activities.

And even though the overall is a net

savings, we felt it necessary to reinburse the nedical

activities for the costs incurred as

screeni ng. So we've identified that

a result of

as a funding

requirement, and that is working its way through our

resour ce managenent channels, and we expect it will be

f unded.

This policy takes effect on

1 Cctober, and

I"l'l be tracking it to see how well it's inplenented.

Qur focus is right now primarily on

trai nees, but

we're also looking at ot her beneficiaries in

accordance wi th ACI P gui deli nes.
This is just a summary of

and you can see here that for the
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Departnment we estimated a net cost of $252,000 and the
amounts to the various treatnent facilities are shown
there, and that is what we're hoping to reinburse them
this year.

The last area that | wanted to update the
Board on is acute respiratory disease surveillance
prograns, sone guidelines that we published this
summer .

I think many of you are famliar with the
Arny's Respiratory Disease Surveillance Program This
has had a longstanding tradition which originated
actually in the '60s and '70s as part of the
adenovirus vaccine developnent program initially
intending to identify energing strains of adenovirus
whi ch m ght require further vacci ne devel opnent.

It was found to be very successful for a
nunmber of prograns. So this has been ongoing for a
long tinme.

The last tinme this policy was witten was
in 1995, and ny understanding why we revised the
gui del i nes was because of the changes that nmanaged
care brought in a specific aspect of our surveillance
pr ogr am and that was that  historically these

gui delines mandated that trainees that net a certain

clinical case definition, tenperature over 100.5 and a
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flu-like illness with any respiratory synptom had to

be hospitalized.

And that was wonderful because we were
able to identify those cases and count them and we
coul d keep very good track.

However , with managed care changes
recently wit an enphasis on out-patient care, nowadays
many of these trainees are not hospitalized. Sone of
the basic training centers on their own initiative
have set up various ways of taking care of these
trai nees, generally keep them out of the barracks and
putting them in infirmary type situation, not in a
hospital, with sonme supervision and nmanagenent.

But the cost of that is they're not
captured on the surveillance side. So we revised our
gui del i nes and said you shoul d count trai nees who have
lost duty tine of eight hours or greater or have had
sone type of profile, a limtation of duty specified.

And so we're capturing those cases now,
and that was the main purpose of the revision this
summer .

For those of you who are not familiar with
this, we do require weekly reporting, and there's a

nunber of things that are counted, the nunber of

trai nees, the nunber of those that have respiratory
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di sease, those that have a throat culture done, and
the nunbers that have positive throat cultures.

And we have certain indicators. You' I'l
see | ater when we tal k about non-vacci ne approaches to
respiratory disease and adenovirus control. [1'Il show
you a little bit about some of these indices that we
track the ARD rate particularly, and 1'll show you
that later.

And we've also defined some response
neasures in event of an outbreak.

So those are the three items | wanted to
cover for this report to the Board. "1l be glad to
take any questions that you might have at this tine.

DR OSTROFF: Yes, | do have one quick
questi on. Wth the varicella screening do you have
any information about the ones that say, "No, | don't
know, " what percentage of them turn out to
suscepti bl e?

COL. GUNZENHAUSER: My understanding is
that even those that say no or they don't know, it's
still about 70 percent.

Do you have information on that, Doctor?
I's that not correct?

Ri ght . So 70 percent are inmmne and 30

percent are susceptible. So they end up being
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vacci nat ed. I think we've had several studies that
have |ooked at that,and that's pretty consistently
what ' s been found.

Are there any ot her questions?

DR OSTROFF: O her questions?

DR DI NIEGA: | have one.

Jeff, on the ARD surveillance, t he
capturing of linmted duty or renoval from duty for
eight hours, 1is that being done through the

surveillance system or administrative surveillance of
sone sort?

COL. GUNZENHAUSER: That's bei ng perforned
locally, if | understand. The question is who's
capturing that information. W do not have a
conputeri zed system that captures the duty status of
our active duty folks. The way that is acconplished
is on the ground. The preventive nedicine staff at
the five Arny basic training centers are working with
the clinics and saying, "W need to have information
about who you've given a profile or who's got limted
duty,"” and collecting that data daily, and that's how
it's being reported.

DR OSTROFF: One last comment since
tetanus has conme up several tines.

New York City

didn't have any problem getting a hold of a
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signi ficant anount of tetanus. So ny understanding
was they got about 80,000 doses.

DR DINIEGA: There was a notice that went
out that said, immediately following the crisis, that
the conpany had redirected and has st opped
distributing until they could see what the needs were
for the inmmediate consequence nanagenent of the
nmedi cal needs.

DR. OSTROFF: Thank you.

COL. GUNZENHAUSER: Thank you very nuch.

DR.  OSTROFF: Qur next presenter is
Col onel Bradshaw.

COL. BRADSHAW Ckay. Col onel Bradshaw,
and |'m going to be trying to speak pretty quickly on
this since | have a fewthings I'd like to go through
with you on it.

And | just want to acknow edge ny
col | eagues. I have preventive nedicine resident
Myl ene Huynh, who's here at USHUS (phonetic), who's
been rotating with us, helped with this devel opnent of
this presentation; also Vic Mcintosh who's back at
the office covering the honme front, and so | just want
to give them sone credit.

These are things | want to talk about.

I'"'m speaking primarily about inmunization topics
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today, but | did want to cover some prelimnary
results we have |ooking at kind of an evaluation of
how |l ast year went with the influenza prioritization
issues and the delays that we had in delivery of
vacci ne.

So we did an assessnent of that plan and
also are looking forward to what we're going to do
this year to deal with sone of those issues since
they'Il still be a sequential delivery of vaccine,
al beit nmaybe not as del ayed as | ast year.

We also want to just nention briefly the
yel | ow fever vaccine safety study that we're planning,
and al so progress on the Air Force Child |Imunization
Regi stry.

And lastly, just to brief you about sone
transitions in the preventive nedicine comunity here
in the national capital area.

This is just a quick review I'Il differ
just a little bit wth Colonel GQunzenhauser. The
priority one actually has several groups contained
within it, but these were all to be imunized
simul taneously in parallel. So there are a large
nunber of groups there, sone being operational

considerations and others being high risk nmedical

concerns.
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But all of these in the plan last year
were to be inmmunized first off in parallel, and those

are the groups right there that you see in that

gr oupi ng.

Next category actually was the trainee
popul ati on. So they're really second in our
prioritization scheme, and | may need to talk wth

Jeffrey about how he figures out this year he's going
to be able to get themall in the first round because
we didn't figure out how to do that this year, but
they all should get it in the second shipnent.

The third category, of course, is other
groups that would be in contact with the high risk
patients found in the first group.

The fourth being active duty mlitary and
priority for deploynent or what nmany of us would have
called nobility, then other active duty nmenbers wth
age stratification, and t hen lastly ot her
beneficiaries.

I just want to remind folks that this is
the reason behind sone of those categorizations, and
one thing I want to point out is age is one of the
nost significant risk factors. It's kind of a U
shaped curve, and those that are over age 65 actually

have a higher risk ratio for hospitalization and al so
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nortality than even people wth chronic health
probl ens that are younger.

And you'll notice later on in some of the
eval uations that there's sone confusion about this, |
think, out in the field in terns of how things were
done in actuality despite the way we prioritize them
with health affairs and fromthe service |evels.

First I'm just going to speak briefly on
sone data that we got out of AFCITA. Again, this is
prelimnary, and we plan to do sonme additional studies
on this later, but I want to show you just a little
bit of things we've been able to find by using our
utilization registry information.

And then secondly we'll talk about survey
results.

W looked at it by age since age was a
consideration in risk factors, in particular, and this
kind of a Paredo chart. Later on we'd like to do sone
survival analysis, but this is just a Paredo chart
| ooking at cunul ati ve nunbers of people inmunized over
time.

And you'll see that the age over 65 did
get vaccine ahead of the rest of the group, in
general, and so there was a little bit of lead tine,

and people did nmanage to prioritize some of these
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i ndi vi dual s. So at least that's sone encouraging
i nformation.

Wien we actually look at it by status,
mlitary status, however, there are some interesting
things that popped out. In particular, you'll notice
even though the trainees were second in the list, the
cadets at the Air Force Acadeny actually received it
bef ore anybody el se, and this is very clear.

And | did go back and actually check with
some of the folks at the Air Force Acadeny and found
that that was a policy change locally that kind of
preenpted, | think, what we had put forth either from
Health Affairs or fromthe service |evel.

So that was sonething we were able to find
out just by looking at our inmunization registry.

The other is kind of clunped together,
al though you did see that the Reserves seened to get
vacci ne after everyone el se.

PARTI Cl PANT: Is that 100 percent of the
people, | assune?

COL. BRADSHAW We also did a survey that
we sent out, and we actually offered this to all of
the services to do, and we have gotten responses from

all of the services. But | should nmention that the

data we have so far, about three fourths of the
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response are fromthe Air Force so far.

W had an n of about 50, and we're
actually probably still collecting sonme data. W were
doing this even up to yesterday. So this is hot off
the presses, | guess we could say.

Al nmost all of the people were aware of the
flu vaccine prioritization plan from | ast year. So
they can't at |east plead ignorance, or at |east they
say they weren't ignorant.

And nost of them said it was clear and
under st andabl e. So | don't guess confusion would be
t he conpl ai nt.

And actually nost of them said they also
inplemented changes locally in response to that
prioritization plan.

W also enphasized last year trying to
catch peopl e up on pneunpcoccal vaccine. This was an
enphasis in CDC and the ACP and others to try and
catch people since we knew we were going to be late

with the flu nd since a lot of these things run

t oget her. And nost of them also did that. So that
was good.

Now, this is just how the prioritization
went out. We asked them to rank these different

categories, and we actually put them in order for
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them but without a ranking.

And despite that there
were sone interesting things that kind of came out.

They did seem to be able to figure out
that nost of the operational needs and the high risk
chroni ¢ nmedi cal categories should be done early, but I
think the thing that stands out from this particular
slide is that those over age 64 and pregnant patients
seem to be ranked nuch | ower, even though we intended
for all of these people to get first priority and to
get vaccine at the sane tine. So | think that's the
carry home fromthis slide.

For the other groups that ranked bel ow t he
priority one, this is how things came out. You' | |
notice that | think it's a little hard that we train
people so nmuch that readiness is the main thing as
it's kind of hard to ship their thinking here. So the
active duty on nobility actually is the highest
ranking in this group.

The others fall out. Several clunp
together sort of in the nmiddle, and then the other
beneficiaries fall out where you would think they
woul d at the bottom

But just another way of |ooking at this,

if we actually did this ordinally, it turns out that

trainees are kind of lunped towards the bottom even
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t hough they are kind of grouped closely with sone of
the ot hers.

But as was nmentioned earlier, the Air
Force Acadeny and the cadets rearranged that priority
and made themfirst.

The other contact high risk persons ended
up three, active duty on nobility second, and the
others, you see how they fall out there, but just sonme
interesting things to see how the ranking in reality
turned out.

Sone ot her observations we had, and again,
1"l stress this is prelimnary, and we're still going
back through the survey data, but we notice that nass
i muni zation and a rem nder recall was nostly used for
active duty. It's kind of the thing we've always
done. W've called people back by unit, and we've put
themon a shot |ine where they've come out to the work
site and done the work site inmunizations.

They use provider reconmendations mainly
for the high risk patients in those categories, and
other neans, although we had things like standing
orders and protocols and sone other things that they
could have used to signify if they had used any of
those, they were not seen to be used as nuch.

Sonme of our early conclusions based on
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this is that the first priority groups, again, were
accurately identified, except for the 65 and ol der and
pregnant patients. One of the things that we've
gotten early already back from the field is the
perception that because things were so delayed and
that Medicare patients have access to getting their
shots at the local grocery store, that a |lot of them
did that. And, in fact, there are sone places like
Luke Air Force Base in Arizona where we have a |ot of
retirees that said they have a lot of vaccine left
over at the end of the year, and that may be, indeed,
what happened.

I know even in ny own office ny coll eague,
Vic Macintosh got his shot for ten bucks, | think,
very early in the season froma civilian source, and |
got mine on the 17th of January being in the Air Force
Surgeon General's Ofice.

(Laughter.)

COL. BRADSHAW O course, | was very
closely watching the CDC reports on influenza in
Vi rgini a.

But the previous enphasis, as | nentioned
before on active duty seenms to persist in the |ocal
r anks. Sorme | ocal nedical decisions to reprioritize,

we nentioned that, but | think we could increase our
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use of reminder recall quit a bit.

This is some of the things we plan for
this year. W want to provide a one-page sumary of
the rank order DOD prioritization plan basically using
the categories that | showed you earlier.

W want to post the CDC flyers in all
clinics that alert patients to the issues and who's at
high risk, and not only that; provide the ability to
self-report wusing a CDC devel oped questionnaire so
that patients can identify thenselves to their
providers and also to the imunization clinic.

W're also in the Air Force going to and
already have, in fact, gone back through the in-
patient and out-patient databases |ooking at I1CD9
codes that are for high risk nedical conditions,a nd
we've identified those by individual. W're going to
provide that list back to the mlitary treatnent
facilities and allow the local mlitary treatnent
facilities to do remi nder recall.

The limtation here, of course, is that
when patients are going through the clinics, you may
catch the ones that are comng through, but if they
don't come through in that two to three-nmonth w ndow,

you might miss them So we want to do reminder recall

if we can.
NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

75

W also want to do enhanced statistical
and nore detailed statistical analysis. W'd like to
probably do sone survival curves |ooking at sonme of
these groups and categories; maybe also look at it hy
| ocation, et cetera.

And we'll reassess and maybe do the sane
drill at the end of this season. So this is just sone
i nformati on of what we plan.

Just very quickly, the vyellow fever
vacci ne safety study, as this was nentioned earlier by
others this norning, but there were six deaths
associated with yellow fever vaccine. Since then
they've identified at |east one other case that they
know of that's probably associ at ed.

ACIP currently did not nake any changes,
but they're reassessing, as Colonel Diniega nentioned.

This is an issue for us as the Navy and the Marines
vaccinated all essentially with yellow fever. | think
FORCECOM Col onel Gunzenhauser says, also has that
police.

The Air Force currently does nmminly
mobility, but there are sonme of our operational people
that probably get it on a routine basis, and we were
actual |y thinking because of |ogistical considerations

in the previous safety of the vaccine of going nore
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aggressive with this across all services.

So this puts a little cautionary note on
that, but basically what we're going to do is use the
i muni zation registries that we have to | ook at health
utilization within ten days of having recei ved vacci ne
since that seems to be the wi ndow for this kind of
organ failure, and we'll be able to conpare that with
t he nunber or people that we have in the inmunization
regi stry, maybe get sone incidence rates and al so just
get a better look at the safety profile.

And we're working with the folks that do
the vaccine safety data link studies at the CDC and
the defense nedical surveillance system Col onel
Rubertone and his shop, to do these studies, and
hopefully that will help the ACIP and perhaps AFEB
guide us on our future policy with vyellow fever
vacci ne.

Just lastly | want to briefly nmention that
the Air Force in about 1998 went to doing active duty
docunentation of all inmunizations in our immunization
registry, and as of July of 2000, we've nmade that sane
nove for all of our beneficiaries, not just active
duty.

And part of that has, of course, been

transcri bing some of the older inmmunizations, but we
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gave folks a year to try and get up to speed. And one
of this is that the child inmunizations is the top
priority and the priority for prevention. Many of you

may have seen in the Anerican Journal of Preventive

Medi ci ne the study that was done by the Partnership
Prevention and others on establishing priorities for
prevention and child inmmnizations is right at the
t op.

So we want to try and be able to do the
HEDI S netric actually across DOD, but in the Air Force
we felt Ilike the inmmunization registry was an
important tool to do that.

So we have put this in, and this is where
we are. You notice there's a very broad spread hy
mlitary treatnment facility, and sone facilities have
gone above the HEDI S average, but nmany of us are still
trying to get there, and this probably just reflects
the work that it takes to get this stuff in.

But | think we've nmade a lot of good
progress, and | think this is going to be very
beneficial to us in docunentation and al so being able
to later look at safety with children's vaccines,
perhaps participate in future vaccine safety day |ink

studi es (phonetic) with CDC and others for our Kids.

Lastly, | just want to let you know that
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this may be ny Iast

representative for the Air Force.

neeting as a formal AFEB

However, | hope

it's not ny |last AFEB neeting. | amgoing to be going

over, as it looks, to the dobal Emerging Infection

Surveill ance and Response System

Li eutenant Col onel Kelly Wodward, who'

S

currently at the Population Health Integration Team

is going to come over and take ny place.

Li eut enant

Col onel Vic Macintosh will remain there, and all of

this should happen about hopefully by the first of

Novenber .

So | just wanted to |l et you know that, and

you nmight be seeing some new faces here at the

neet i ngs.

Any questions for ne?

DR, OSTROFF: Well, let nme just start by
sayi ng that, Colonel Bradshaw, we will certainly mss

your presentations. They' ve
insightful and wonderful.
assi gnnent .
COL. BRADSHAW Thank you.
DR. OSTROFF: Questions?
Pi er ce,

yell ow fever sine it's cone up several tinmes?

DR GARDNER: Well, it's, first of all,
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surprise that this is the ol dest vaccine we use, and
up until a couple of years ago, we thought beyond
about six nonths or seven nonths of age it was pretty
much conpletely safe. To have these happening still
requi res an explanation. Looking at the manufacturers
and all, they haven't found nuch.

The problens have a npbst all occurred in
el derly people. So | think that the concern for the
troops, active duty troops, we haven't identified a
problemin that age population at all.

But | do think it's a big issue for travel
clinics and particularly the elderly, but | think it's
not a -- | would make one anecdote. I had to wite
somet hi ng about yellow fever a few years ago. So |
called CDC and | said, "Wen was the |ast case of
yellow fever in a US citizen?" This was 1992.
W' ve had a few cases.

And they said, "Vl |, cal | G eel ey,
Col orado or Boul der."

DR OSTROFF: | know the date.

DR.  GARDNER: And so they said, "Call
there. The repository of the world' s wi sdom of yellow

fever is Tom Mmnath, who'd love to go into private

i ndustry. "
I finally tracked him down in Boston.
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This took a while. So | finally got hold of the guru,

and | said, you know, "Wat is the neaning of life?

When is the | ast case of yellow fever?"

And he said the |last docunented case --

this is in '"92 -- that he could find, | think, was

1928.

DR OSTRCFF: ' 27.

DR. GARDNER: W had gone 65 years roughly

W t hout a case.

So | said, gee, I'mglad it's a very safe

vacci ne because |'m sure there are a |lot of people,

backpackers and all, who slipped through the system

safety of

So we would require a very high level of

this vaccine, and it is disturbing for the

elderly to find this happening. But | don't think

it's a big issue for the mlitary.

t hi ngs.

younger --

DR OSTROFF: Well, there are a couple of

One is that there have been a couple of

DR. GARDNER: Yeah, they've had cases now.

DR. OSTROFF: -- cases of this, and that's

been in Brazil.

sonet hi ng

(202) 234-4433

DR GARDNER: Yeah, and Venezuel a.
DR. OSTROFF: And we don't know if that's

that's unique to the Brazilian vaccine,
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which isn't the same one that's used in this country.
I think it's a different vaccine.

And since over the last couple of years
we've now had a series of international travelers who
have cone down with yellow fever, and part of the
problemis that yellow fever is an energing infection
that's definitely on the rise.

We're about to send a teamover to Abidjan
to look at the first occurrence of urban yellow fever
in a setting in quite a while, and so it's a
significant issue.

COL. BRADSHAW Yeah, | just mght add
that we're working with Marty Settron at the CDC on
this, and the seventh case that they identified as an
Equadoran who was here in the United States studying,
but he was, but he was al so 20-sonet hi ng.

The two Brazilian cases was a child and a
20-sonet hing year old woman, but the case here was an
Equadoran who received the vaccine here in the United
States to go back hone, and then had organ failure,
but fortunately he survived, but they were able to
docunent with tissue sanples that it was vaccine
strain.

DR OSTROFF: O her questions? Phil.

DR. LANDRI GAN: Yeah, this is Phil
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Landri gan.
I'd like to go back to the influenza
thing. It's clear that we were very lucky |ast year.

W were caught with very little vaccine, and we were

just fortunate that we didn't get hit with very much
of a very aggressive strain.

But have we done a good, car ef ul
postnortem of what went wong at that tine so that we
can hope to prevent it in the future?

ca.. BRADSHAW In terns  of the

manuf acturi ng process and all of that?

DR LANDRI GAN: Yeah, why it went south

when it did.

caL. BRADSHAW You know, obvi ously
there's others that can speak to this. | participated
in the influenza, and still do, in the influenza
pandemic planning at the national level, and of

course, this is a concern with everything, but a lot
of it was at least for the mlitary that our primary
supplier was Weth Lederle who had significant
problenms in production, and those weren't all just
problems growing the Panama strain because other
conpani es did not have that problem as nuch. It was
an issue, but sone, |ike Mediva, |last year were able

to get their vaccine out very early.
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In fact, the DOD had 230,000 doses of

vaccine from Mediva early at the usual tinme when you
normal ly get it, but our mjority supplier |ast year
was the one who had FDA good nanufacturing practice
problens, and so that that was a problem still is, |
think, to a certain degree.

I think those issues remain, but people
are trying to address them you know, as nuch as
possi bl e. It's certainly an issue in trying to ranp
up production, | think, early. |f we have a pandemc
strain and we want to try and get that out and get it
pl ussed up, getting the manufacturing capacity.

We had four manufacturers before. One of
them went out of business altogether, and so we now
are left with three. So it seens to be a problem and
of course, we've tal ked about nmany vaccine production
problens, and | know Joel Gaydos hel ped get the U S
Medicine Institute |ooking at sonme of these issues,
and we're |looking at issues with governnent owned,
contractor operated facility in the mlitary, but we
still have a lot of hurdles, | think, to junp to get
there.

DR OSTROFF: Yeah. | nean, as Dana said,
it was basically a conbination of the fact that two of

the manufacturers were having QW problens and also
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that the H3N2 conponent was somewhat slow in terms of
how it grew, and it seens to be that conbination that
caused this to happen.

The GWP problens are what drove one d the
conpani es out of the business. So one of them is
still having some difficulties related to that.

Based on what's going on in terns of
surveillance data, we still don't see a lot of H3N2
activity going on around the world, but we got really
lucky last year that it was such a mld flu season. |
doubt it will happen two years in a row. It's got to
show up at some point..

DR GARDNER: I think one of the big
variables to the systemis that the different viral
isolates grow in eggs at different -- sonme grow well,
and some grow much less well. So the problens of
getting the density of virus up to speed is a crap
shoot a little bit each year, along with whether we
guessed right.

So it's one of the variables in the system
until we get to a different vaccine or grown in a nore
reliable system | think we will be faced with this
every periodically.

DR. LANDRI GAN:

Are folks working on the

devel opnent of such systens?
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DR GARDNER Yes. It's quite a lot of --
everybody recognizes that the system is prone to
variation in supply because they're on a very tight
time frame by the tine they decide what's the vaccine
going to be this year, and there's not a |l ot of |eeway
for anything to go w ong.

DR OSTROFF: Vell, hopefully the live
vaccine will get us away from sone of these probl ens.

O her questions? |If not, let's nove on.

GEN. CLAYPOOL: 1'd just nmake a comment.
You know, conmunicating health risk is such an
inmportant part of the Departnent of Defense's force
health protection program and | don't know how many
of you are aware, but General Lester Martinez chairs
an interagency working group that deals with
communi cating health risk. It has nenbers from
Department of Defense, Veterans Affairs, and Health
and Human Services, and it's actually international,
t oo, because | see Dr. Maureen Fensom sits on it from
Canada.

And | think I'm going to talk to General
Martinez, but it seenms to nme that there's an
opportunity to work together in comunicating

particularly influenza, and CDC has an excellent

satellite broadcast capability, advising health risk
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of influenza, in addition to the fact sheets that you
ment i oned.

And | think as we also look at vyellow
fever when that issue is resolved, conmunicating the
thimerosal issues, | think there's an opportunity to
wor k together to do that.

So | think I'lIl ask General Martinez
perhaps to see if he would head up a cell to I|ook at
this.

DR OSTROFF: Cood i dea.

Let's nove on and try to get through the

ot her presentations.

Capt ai n Yund.
CAPT. YUND: Good norning, everyone. I'm
Captain Jeff Yund from HUMED (phonetic). |'mgoing to

try to turn a fewof ny 9.3 ninutes back in to try to
get us back on schedule a little bit.

I have a little bit of good news about
adenovi rus vacci ne. We are very close to having a
contract be signed with a nanufacturer.

Now, | guess the flip side is that we're
still looking at probably five or six years till we
have vaccine ready to give to recruits again, but

that's, | think, sonme good news anyway.

Tetanus toxoid, | don't think | need to
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say too much about that. We're going to have to just
work through the next couple of weeks and couple of
months since a fairly |arge anount of the product went
to New York City, and we'll see how that goes.

I nfluenza vaccine we've talked about.
Just anot her exanple of a vaccine shortage that we're
seeing. A brand new or fairly new vaccine, Prevnar, |
saw yesterday is going to be in very short supply for
a period of tinme.

I wanted to nention just a little bit
about the fall on leukema cluster that | briefed you
on at the last neeting. There's a lot of activity
there. CDC, starting its case control study and ATSDR
assisting with the environnental sanpling part of that
st udy.

Fortunately there have not been any rew
cases since May.

There was unfortunately though a

second death ampbng the 14 cases in the cluster.

Near future crystal ball. What |I'm
referring to here is in the wake of |ast week, | think
all of the preventive nedicine folks in DOD are

starting to | ook ahead into the next couple of weeks,
couple of nmonths to see what sort of preventive
medi cine sources or resources mght need to be

deployed. It's too soon to know exactly what's going
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to happen, but we're starting to look in that
direction to see what our contribution can be as we
nove through the next response phase.

And unl ess there are any questions, that's
it for me.

(No response.)

CAPT. YUND: Ckay, great.

DR. OSTROFF: Thank you.

Dr. Schor, Captain Schor.

CAPT. SCHOR: Good nor ni ng. It's really
good to be here especially when our building, which is
the Navy Annex, was about a four and a half story.
The jet on terminal guidance that went into the
pentagon was about four and a half stories above ne in
a four story building, and we actually felt the
pressure wave fromthe jet as it went over top of our
Wi ng. So it's really good to be here, and | really
appreci ate everybody that traveled here to conme to
this nmeeting. So thank you very much.

The other thing is the challenge of being
nunber five to brief is nmy very able coll eagues cover
a lot of ground, but the fun of that is that ny
ability to get out of the box and cover some other
topics nakes it all that nmuch nore fun.

So if I could have the first slide, maybe.
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We don't have anybody up in the control room

CDR. LUDW G They're having a problem

DR. OSTROFF: Keep ad |i bbing.

CAPT. SCHOR: We'll keep ad I|ibbing.
Ckay.

What | wanted to do was start wth --
provide a little bit of an update on sone of the
injury prevention efforts that | brought forward to
you | ast May.

And slightly less than a month after that
briefing nyself and a Preventive Medicine resident,
Commander Fred Landreau, were invited to brief the
Marine Corps Executive Safety Board, which consists of
21 flag officers wearing a total of 27 stars by ny
count, and despite the fact that these generals had
been up till 01 in the norning before, and Fred and |
were at the north end of a southbound briefing train,
w were at 1500 the next day. |If | never have a nore
positive experience than that experience, | wll be
very happy and feel very confortable as having
contributed sonmething as part of a career.

If | could have the next -- go two slides
forward on, please. Can | have the clicker? There it
is. Nowl've got control. Ckay.

So this is what we briefed. | gave you a
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heads up on that last tine.

One of the things | did, | introduced
basic, the injury pyramid and started out with the
safety pyramd that goes with Cass A Cass B, Cass
C mishaps. dass A are deaths or costs, | think, over
$1 million of loss of materiel.

Al so you obviously have the public health
nodel, but | nmade this apply to the commanders. These
are the kind of categories that Mrine commanders and
nost line commanders have to deal wth from a
per sonnel standpoint. So we tried to nmake it very
applicable to those comanders, and we're still
working in this basic nodel.

W briefed on right bel ow deat hs,
disabilities. Those nunbers are general estinmations
on muscul oskeletal injuries. W think we can get data
on adm nistrative separations and perhaps sone linmted
duties, but we're trying to put this in a npdel that
the commanders can work with and also can brief them
on where sports medicine interventions kind of work
at, say , the second and third layers fromthe bottom

and how looking at that level of the pyranid has a

great inpact at the higher echelons where it's very

costly.
We did sonme calculations. |If we prevented
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about a third of the nuscul oskeletal disabilities in
one year, it may save in the order of $16 mllion. So
it's kind of cost effective for the bean counter.

Just a couple other comments about that.
We've gotten excellent support through Dr. Ostroff's
help from the CDC, National Center for Injury
Prevention and Control. There's an ongoing liaison
there.

W now are data rich. We have conplete
data from 1996 to the present on all injury attritions
and all attritions fromthe Marine Corps and are just
starting to look and analyze that and getting sone
nmore MPH projects to help us out with that and other
residents in preventive nedicine.

Very interestingly, a lot of the advocacy
that |'ve been working has also synced up with sone
| eaders who are ex-recon. Mirines, and there is an
advocacy for a Marine Corps order on well ness. Now,
that's a very interesting thing to consider for the
Mari ne Cor ps.

There are two things that the general said
as he held a neeting for us down at Quantico. One is
that the Marines are beginning to realize that their

| eadership ability is being neasured by their PFT

score so that as they select for command or sergeant
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major, if it's between three Marines, the fellow that
has the best PFT score gets the job.

They realize that may not be the right
nmeasure of |eadership, even in the Marine Corps. So
they' re rel ooking at sone of those things.

Al'so, they're realizing that the price of
servi ce should not be a broken body, and so they want
to return well and able Marines to the society in
order to continue their contributions to society as
Marine veterans or Marine retirees.

Finally, 1'lIl just nention a couple of the
goals. Trying to continue to work on self-sustaining
the anal ysis and research, and also trying to bring in
this aspect of sports nmedicine to attack the |ower
| evel s of that injury pyram d.

And now to sone current events. Just to
give you sone idea with what we're doing down at
Headquarters, Marine Corps, w thout going into a |ot
of detail because of maybe security considerations,
we're helping a ot of our displaced shipnmates. The
Navy is dealing with this as it would at sea. They're
dealing with it as a damage control process, and
they're fighting the ship. They fought the ship that
was attacked | ast Tuesday.

Everything is working well, but they're
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wor ki ng very hard, and the Marine Corps has been there
to support them

This has denonstrated the many faces of
prevention to ne. I've been very involved wth
conduct stress prevention. |'ll nention something on
the next slide. 1've been supporting the Navy SPRINT
team which is the Special Psychiatric Response and
Intervention Team from Bet hesda. W' ve gotten them
involved with the senior Mrine Corps |eadership, and
they are very busy debriefing |large subcodes wthin
the OPNAV staff to deal with sone of the personnel
| osses that the Navy has suffered.

And basically | can only assure you that
the Navy and Marine Corps teamis strong and ready to
go in this what | would call is a -- if we just got
off the Cold War, 1'Il call this the "Shadows War."

This is about 90 percent of the text of a
flyer that was put up by the SPRINT team and it gets
to that idea of reconstituting the fighting force of
the Navy staff, and you have that in a handout.

Some of nmy thoughts on sone of the
i mplications. If people don't wunderstand what
asymmetric warfare is before, if they didn't

understand what it is before, they should understand

what it is now.
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| go to ny prinme intel. source, which is
the Kiplinger newsletter, and it talks about other
kinds of threats on its special edition of |ast
Wednesday: cyber sabotage, contami nation of water,
poi sons and biological pathogens in HVAC systens,
stadi um expl osi ons, sabotage of nuclear electricity
generating plants, all of these sorts of things; snall
scal e nucl ear bonbs nade from stolen atom c fuel.

These are sonme of the threats that we have
to think the unthinkable.

| think that from a force  health
protection standpoint |I'm not sure this is a young
draftee's war that was the concern of many fol ks at ny
church this past Sunday. It's going to be a lot of
fol ks invol ved.

I think we have to address the issues of
vaccine availability, and some of the statutory
barriers to enploying counterneasures, such as |NDs,
and that's on the schedul e.

And just a warning. As was reinforced
| ast Wednesday norning by our senior |eadership, all
of us are in this. All of wus are in this for

operational security, and we have considered that we

are at war since last Wdnesday or |ast Tuesday

actual ly.
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And maybe those of us in public health,
preventive nedicine, and nedicine in general may be
the soft spots that the terrorists try to get
i nformation from

So | encourage you to all assune that your
E-mails and your phone calls nmay be sources of
i nformation.

And then | would just like to say perhaps
where the Board may be very critical to this process,
these are just ny thoughts. You can help us think
asymmetrically. Sone of us here in D.C. may get into
group think. Maybe you can help us stay away from
t hat.

Think of sone of the vulnerabilities that
we rmay not think about, and that as we have seen | ast
week, the Homeland Defense requires a strong
partnership, and | think this Board is very inportant
for that.

Thank you.

DR. OSTROFF: Thank you for t hat
presentati on.

Again, | think all of the Board nenbers
woul d say all you have to do is ask us. W are always
assi stance that we

available to provide any

concei vably can.
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I think in the interest of trying to keep
on time since Lieutenant GCeneral Peake has arrived,
what we'll do if we can is hold questions and maybe
you can address themduring the break.

Why don't we nove on to Commander Ludw g?

CDR. LUDW G Good norni ng. Too nuch
t echnol ogy.

I'm starting of f t oday with the
inplications of this national disaster to the U S
Coast Cuard. | made up ny slides yesterday, and so it
was really first and forenpst on ny mnd.

As 1've told you, as I've told this group
bef ore, every day, ever ywher e, t he Coast Guar d
depl oys. It's nothing new for us to deploy in our
nm ssion, our day-to-day mni ssion.

However, what we have now is sone
depl oyments in the sense that usually the DOD thinks
of deploynments, and that is a couple, several of our
port security units have been called up. W do have a
Honel and Defense mission with the Coast Cuard. |
think it's been in the news so that | don't have to
el aborate on that.

But one of the things that's unique abou

our port security units as opposed to nost of our

other wunits is that it's at least half staffed by
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reservists. So a nunber of Coast Guard reservists
have already been called up to take part in the port
security mssion, and one of our port security units
is likely to be going overseas. W don't know yet for
sure.

Anyway, with t he nmobi i zati on of
Reservists, we have a nunber of issues, although the
units are responsible for keeping even the Reservists
medi cal |y ready. W all know how things sonetines
fall through the cracks with Reservists, and so |'ve
sent out a lot of information in terns of sonme of the
current issues that we have to deal with as well as
just naking sure that these people are nedically ready
to go.

The vaccination issues | don't think |
need to go into anynore, except to say that for yellow
fever there was never a question in nmy mnd that we
woul d mmke sure everybody was up to date. The
question in ny mind was although I know that this is a
requirenent, it's a mssion requirenent; our people go
into yellow fever endem c areas frequently.

Do we have an ethical obligation to |et
t hem know about the problens with the vaccine? And at

this point | have chosen not to raise that red flag,

but | think it's sonething that needs to be discussed.
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And then finally, wth the issue of
tuberculin testing |I've talked to this group a couple
of tines now about the problenms with false positives
on mass testing with skin testing for tubercul osis,
and | have recommended not to do a pre-depl oynment TST
or tuberculin skin test on these people unless they
are in a high risk category.
Finally, for the national disaster, the
i ssue of di sease and non-battle injury and
environnental surveillance is a big one for the Coast
Guard because we do not have a systemin place yet.
And | have been pushing for this, as well as we've
been pushing a nunber of readi ness i ssues and di saster
prepar edness i ssues. We have not been funded in the

past. Now we'll see if sone of these things hopefully

nm ght change.

Just a word about -- oh, how do | go back?
Thank you.

Just a word about acute respiratory
di sease or febrile respiratory illness and adenovi rus.

At Cape May the line of real inportance is the rate

here, the blue line, and | will call your -- this is
for all of 19 -- sorry; 19 -- 2001. I call vyour
attention to the scale. It doesn't even go up to the

epidem c threshold, which is 1.5. So we've had a good
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year so far.

And the green line, | find it wuseful or
interesting really to plot the adenovirus positive
cultures that we've sent to the Naval Health Research
Center. W pretty nmuch get specinmens from al nost
everybody who fits the case definition at Coast Guard.
So | think it's reasonable instead of doing a rate to
show just the nunber of positive specinens.

And | think it's kind of interesting, and

you'll see another slide later that shows sone

parall el s between the rate and the number of cul tures.

The rest of the tinme that | have up here
I'd like to spend talking about the Sexually
Transmitted Di sease Prevention Conmi tt ee and

specifically the Surveillance Subcommittee. The STDPC
is one of seven Prevention, Safety, and Health
Pronpti on Council, or PSHPC, committees.

I think nost of you are probably famliar
with the PSHPC and the |evel of support that it has.
The Executive Council | was going to say includes the
Surgeons Ceneral of the Arny, Navy, and Air Force, the
Assistant Secretaries of Defense for Health Affairs
and Force Managenent Policy, and other such high |evel
def ense personnel, as well as Coast Quard personnel.

Al | of t he uni form services are
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represented, and under the PSHPC, as | said, there are
seven conmittees, one of which is the STDPC

Under the STDPC, there are five
subcommittees -- boy, it's like you don't realize
you're touching the button -- five subconmittees, only
two of which are currently active. W are comng up
to speed, and these two subconmittees have been very
active. The one that I'm going to talk about is the
surveill ance subcommittee, which we call the STDPCSS.

For the whole committee it has been
enphasi zed a nunber of times that surveillance is
probably the highest priority of anything that the
STDPC can be working on because we need good
surveillance in order to target, of course, and
eval uate interventions.

I think we all are aware of the inportance
of surveillance in this group.

Al right. I'"'m doing sonething wong
here. Toward the back? These things usually work on
the screen, too.

W have outlined the goals, objectives,
strategies, and so on, and what |'ve put up here is
the two mmjor strategies or objectives that we're

working on and the strategies that we're trying to

achi eve those objecti ves.
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W would like to have sone accurate,
standardi zed surveillance of military STD incidences
and basically the sane thing for preval ences, and our
first strategy is to basically identify and evaluate
the existing surveillance tools for both incidence and
pr eval ences.

As for the progress that we've nmde
al r eady, the service surveillance systens have
basically been characterized and eval uated. The
things that we've tal ked about, and we have this nice,
large matrix, which | didn't want to try to put up
because you wouldn't be able to see it, but these
three itens are the mmjor categories of the things
that we | ooked at for each of the service systens.

And in terms of prevalence, as we've
collected, Dr. Gaydos really has done a wonderful job
pulling together a big stack and bibliography of
targeted preval ence studies, and we are in the process
of witing up the report.

We had discussed presenting sone of the
data and conclusions at this point, | think, because |
was not able to work on it this past week, | am going
to postpone that, but I wll update the AFEB on this
periodically. Hopefully at nost of our neetings |

will update. And so next time | hope that we have
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data to provide.
I will say though that at the U S

Institute for Health Studies neeting that

they're holding together with DOD, GEIS or GEI'S on

STDs, regaining |lost ground and inproving the future,

Li eut enant

group, wl

Col onel Vic Macintosh, well known to this

| be presenting sone of the findings that we

have in this group.

| also nmeant to nention this, first of

all, wth ny slide on national disaster, that

Commander

Mark Tedesco, who has many times sat in ny

seat or what was his seat originally, is in New York

at Gound Zero as the nedical advisor to the

managenent

support team for the disaster managenent,

di saster nedical assistance teans, or DMATs, and he's

been ther
eveni ng.
a nunber

Coast Quar

guestions.

(202) 234-4433

e since Wdnesday norning, nmaybe Tuesday
I'"'mnot exactly sure, and |'ve talked to him
of tines. He's doing well, but he is our
d nedical representative to the effort.

That's all I have, subject to your

DR. OSTROFF: Thank you.
I think we'll have to hold questions.
CDR. LUDWG All right. Yes.

DR. OSTROFF: Col onel Staunton.
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COL. STAUNTON:  Yes. If | may, | won't go

to the podium | have no slides. | have no need to.

Firstly, thank you for inviting ne. [|I'm
very honored to be here.

I will go straight to, firstly, my goal,
which is that where possible, | wsh to foster
cooperation between research in the United Ki ngdom and
the United States. And so, therefore, | take this
opportunity to nake nyself known to you so that if you
wish to contact nme, please do so, and | wll insure
that we get together with the right people on both
sides of the Atlantic.

There are two concepts or two ideas which
| feel may be of use, and one we have discussed
already, and that is that we have used an initiative
in the Arny which has been a physician led project
| ooking at working days lost, the gathering of that
data to use as a tool to look at the means of
prevention of injuries and of fast track treatnent.

W have found that particularly useful,
and in the future we're going to put advisors or
certainly one particular advisor, Colonel Mller, in
the United Kingdom and |I'm hoping that he will cone
over here and share with you the information which we

have gathered and the differences it has made both in
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policy in ternms of giving information to the chain of
command, which is useful, and therefore, in a sense
de-nedi calizing certain issues. And we have found
that, as | say, to be extraordinarily useful.

So | hope that | can give the benefit of
that work to you.

There is another area, which was touched
on, and | think it is appropriate, particularly in the
light of recent events that we should tackle again,
and | should quote from Sun Tsu (phonetic), who said,
"Kill one and frighten a thousand."

I think in the light of what is happening
in our world today, this is particularly appropriate
to us, and we should prepare ourselves, again, in the
area of prevention and in the light of nmilitary wi sdom
and mlitary history.

Ri ght now a project with the Royal Marines
started, and | know the Marine Corps is interested in,
is in conbat stress prevention and treatnment, and
again, we've enphasi zed de-nedicalizing the problem
That is to say that our approach is not just in terns
of preparation, but preparation of individuals within
units.

So that peer groups can identify those at

risk follow ng traumatic events, and that the chain of
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command, that is, the conmander hinself, instigates
the work which will be done within the unit.

So as the nedical officer and, indeed, the
padre and other professional advisors are close at
hand and are -- right at the beginning wll give
advice, we are actually turning the treatnent, the
| ooking after of people, the communication process we
are turning over to peer groups.

So right now we run courses, for instance,
and they are from full colonel down to narine. So
those are two projects that we're working on.

And | nust say that on the practical
level, for instance, we are flying a teamin fromthe
United Kingdomthis weekend, and |'m probably going up
later on today or tonorrow certainly, and I'Il be
| ooking very closely at how in a sense the work we've
been doing in the mlitary we can apply to the
civilian situation.

I"1l take your questions if you have any.

DR OSTROFF: Yeah, | think we'll hold the
questions if possible, and thank you very nmuch for
your conments and your words of support.

Col onel Fensom

LT. COL. FENSOM Yes. 1'll be short and

hopeful l y keep you on tine.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

106

I have no formal report, but | thought it
m ght be nobst useful for this group to have ne give
you ny inpression perhaps of what has happened, what
is happening and what's going to happen north of the
border with regard to recent events.

Last week, as the thousands of passengers
were disenbarked at Canadian airports, people from
Hali fax to Vancouver opened their hearts and their
hones to these folks both in terns of conforting them
and naking sure that they were protected.

We depl oyed sol diers across the country to
do that specifically, and we cried with them and with
you.

What | am seeing now and what | expect to
see in the future is a very unusual phenonenon of
unity of thought between our public, our citizens, our
mlitary, and surprisingly, our politicians. There's
a galvanization of determined wll here that we
haven't seen in Canada since Wrld War Il, and |
wanted to nmeke that very clear to this particular
group; that we feel very nuch at war also. W're
pretty deternmined to make this continent safe for us
and our children.

And please contact ne throughout any of

this tine if there's anything | can do to expedite
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assi stance or cooperation or any resources that we
have in Canada to assist in this fight.

Thank you.

DR. OSTROFF: Thank you very nuch for
those comments.

General Peake, ['ll turn the mcrophone
over to you for just a second. I know you have a
limted tinme period.

LTG PEAKE: Well, | just appreciae the
chance to come over here. It's sort of a new word
di sorder since the 11th of Septenber, if you sort of
think about it, and you know, we spend -- we focused
this Board on taking care of soldiers a lot in the
past. Now we're really talking about the whole
mlitary famly, civilians, contractors, that are all
part of us, and in fact, there are a nunber of those
that are anmongst our casualties.

It does give us a chance to relook history
a little bit as you nentioned, and you know, in sone
ways we've been here before when it conmes to worrying
about sone of the threats, and we're in sone ways not
too much further along than we were 12 years ago or so
when | was actually the chief consultant to the

surgeon general during that time when we were

westling with anthrax and bot. and PB tabs and things
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like that, and we're still westling with them

And you know, there is a sense of sone
urgency as we rel ook those issues, and | guess | would
ask you to -- I've | ooked at the series of briefings,
and |'mgoing to try to stay for Sal's brief here to
listen to it as we dust off sone of those issues, but
you know t he posture of anthrax now. W don't have an
FDA approved source of the vaccine. W have the
potential for getting one perhaps as early as this
spring.

There are non- FDA approved doses avail abl e
that are out there, and so the potential of using that
is something that we will have to westle with.

And your thoughts on that and your |Iinks
to the rest of the acadenmic comunity as you
understand the exigencies of our situation, | think,
are very inportant. So it's worth kind of thinking
through it in that context.

And you may have things that you think
that we ought to be doing or ways that you think you
mght be able to help us that we haven't thought
about, and | would encourage you to, you know, as you
work through this neeting to kind of identify those
things for us, as a matter of fact.

e have al ways had a tremendous
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relationship with this Board, and vyour critical
thinking and acadenic links allow us to be better as
we work through this. W all share the sane goal, and
that's to take care of our people and keep them safe
where we can, prevent their illnesses where we can,
and identify the things that are going to keep them
from being able to acconplish the m ssion that Mureen
was talking about, and that's keeping us all safe
here.

So | really wanted to cone by. I want ed
to thank you for what you've always done and what you
will continue to do, but challenge you specifically to
t hi nk about this new circunstance.

I"lI'l give you an exanple. For our Reserve
conmponents, you know, sort of the nindset has always
been, well, okay. W go off to war. W'IlIl bring the
Reserves in, and we'll have a steady nobilization and
so forth.

Well, now in sone cases the battlefield is
their back yard. How do you nobilize? Wat should we
be thinking about in terns of new policies in this new
envi ronnent about protecting our reserve forces? You
know, you don't have necessarily that nobilization
bui | d- up.

The National Guard were sone of the first

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

110

people involved up there in the disaster area of
Ground Zero, as you point out, and as | say, what
t hi ngs ought we be doing to our civilian work force?

I"l'l give you one exanple, is that we have
not done DNA sanples on them W have in the
mlitary, and in fact, in this cohort, we've had quite
a high group that we were able to pull off either
their panographs or their DNA and be able to share
that with those that are naking the identifications.

But for the civilians, we're back to
square one, you know, trying to find a parent in a
child or tw parents or a spouse and a child or
mul tiple siblings or whatever, you know, the variety
of patterns are that we can use to establish. So it's
sonme of those kind of policies.

I would like to put a plug in for the
noti on about injury prevention. | appreciate that,
the ongoing notion of that. You know, being focused
by the recent events and the areas of the world and
the asymetry of the threat, revisiting this issue of
how we deal with things that are out there in science
that have the potential to protect our total force now
are things that | think would be worth nulling over

and t hi nki ng about.

And it may lead to sone splinter neetings
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to focus on them

So | just would like to thank you for
taking the tine and for your support to what is, you
know, as our President says, is going to be a |ong-
t er m canpai gn.

Thank you.

DR OSTROFF: Thank you, General Peake.

Let ne just say once again we're here for
you, and hopefully we will continue to be here for
you.

And 1'll also say that the IND issues are
sonething that we at CDC are also grappling with in
ternms of the civilian sector and in one other way that
you at this time are not in particular, and that's
that we have the snall pox vaccine as well.

And in every way, shape, and form that we
|l ook at that vaccine, we're boxed in by IND issues,
and | will point out that the vaccinia i mune globulin
is maintained by the mlitary, and so there needs to
be a lot of work in that particular area.

So | think what we'll do is nove on to Dr.
Cirone's presentation because the bulk of the
presentation has to do with this issue of INDs, and
it's a very inportant one, and it will continue to be

an inportant one that the Board will have to have sone
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i nput on.

DR, Cl RONE: Thank you very nuch for
inviting me to make this presentati on today.

This first slide is inportant things about
t hi s. This is all about people and A G aziano
prepared these slides, and | want to thank Al for
giving me an opportunity to use his slides and to
nodi fy his slides.

The second itemon this slide is that |'m
a veterinarian. I'"'ma retired Army Veterinary Corps
of ficer. One of the individuals that | had the
pl easure to serve 30 years with lost his wife, and
she's still mssing. So this is about people, and
it's with a heavy heart that we go through this entire
week.

The other thing | wanted to nmention is |
just came from Sunday a tour on the Executive Support
Center. The word went through the entire support
center that General Peake had visited all of the
patients in the hospital, and it was an inspiration to
everyone, and so we appreciate it, and thank you for
your | eader shi p.

The right button? The purple one, too?

(Laughter.)

DR CIRONE: Al right. The left button.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

113
Excuse nme. Gkay. |'ve got it now Al right.

Gl f  War, 1990, 1991. In 1990, the
interim final rule allowed the Conmissioner of the
Food and Drug Administration to be able to approve the
use of investigational new drugs during mlitary
operati ons.

At that tinme Dr. Enrique Mendez was the
Assistant Secretary of Defense for Health Affairs.
Dr. Mendez felt that the eneny probably had chenical
and bi ol ogi cal warfare agents, and in order to protect
our troops and to provide the best medi cal
counterneasures, he felt that there was a need to use
pyri dostigm ne brom de and bot. toxoid.

As a result, he asked the Conm ssioner of
the FDA. The Conmi ssioner of the FDA felt that these
products were safe, showed prom se of efficacy, and
that there was reasonable expectation that use of
informed consent was not feasible. He, therefore,
approved these two products.

In the war, we did not do a good job of
managi ng the use of an IND. Not surprising. | nmean,
in this day and age, just recently a nunber of nedical
institutions have also been faulted for using INDs in
an inappropriate manner and in trying to follow the

FDA et hi cal regul ati ons.
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the FDA noted that these deficiencies

use of these two INDs during the aulf

a series of events foll owed.

July of '97, the FDA requested conments

on the interimfinal rule fromthe publ

iC. Shoul d we

revoke the interimfinal rule? Should we finalize the

interimfinal rule?

Shortly after that, Defense authorization

bill, Title 10,

stated that any tinme the Departnent of

Defense is going to use investigational

new drugs, we

must notify individuals that we're giving them an

i nvestigational

new drug, and we nmnust

their nedical records.

As

di scussi ng, wai

final rule on whether

t he Depart nent of

docurment it in

Def ense was

ver of infornmed consent and the interim

it should be revoked or not, and

havi ng those discussions with the Departnent of Health

and Human Services, Senator Byrd amended Title 10 to

state that there was a requirenent that

t he President

of the United States have an option to use

i nvestigational

new drugs in operational

However, he upped the ante

envi ronnents.

and basically

said the authority to waiver inforned consent would no

| onger be the

Conmi ssioner of the FDA. Only the

President of the United States would be allowed to

(202) 234-4433
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wai ver informed consent.

So he nmade that anmendnent in May. When
the National Authorization Act for the Defense
Department was approved in Cctober, that was part of
it.

So imediately the staff of the Wite
House, the O fice of Managenent and Budget, worked to
put together an executive order. The follow ng
Sept enber, 1999, Executive Order 13139 was signed by
the President, and it basically put forth the policy
and the procedures that the Departnent of Defense
would utilize in requesting a waiver of inforned
consent fromthe president.

Five days later alnost, maybe six days,
the 5th of COctober 1999, the FDA nade changes to the
Code of Federal Regul ations, Part 50, and gave a list
of standards and criteria, 18 standards and criteria
that nmust be met before the Secretary of Defense
requested a waiver of informed consent from the
Pr esi dent .

Bet ween COctober and Decenber, in Novenber
of '99, ny boss at that time, Dr. Sue Bailey,
testified before Congress. They asked her to put

forth requirenments for training and to put forth a DOD

directive to inplenent Section 1107 of Title 10,
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Executive Order 13139, and the FDA regul ations noted

at 50.23.

She indicated she would do that, and the
training plan was assigned in Decenber of '99. And in
August of 2000, the Deputy Secretary of Defense signed
DOD Directive 6200.2, which is now our current policy.

DOD Directive 6200.2 establishes the policy and
assigns responsibility for compliance with 10 USC,
Code 1107, Executive Order 13139, and the appropriate
parts of the Code of Federal Regul ation.

Important here is that it designated the
Secretary to the Arnmy as the DOD Executive Agent for
the use of investigational new drugs for force health
protection.

O course, the point here is that we have
the ethical responsibility to protect our deployed
troops, and that we're going to try to provide safe
and effective vaccines and treatnents to negate or
mnimze health threats to our forces in the field.

W're going to try and use approved FDA
products. However, if they're not available, if an
IND is the best avail able protection, then we will use
them But first we have to go through the processes.

One of those processes is it nust be

approved by an |RB. There's only one IRB that is
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aut horized to approve the IND protocol. That's the
tri-service IRB, the Human Subjects Research Review
Board of the Arnmy Medical Research and Materiel
Command, the Surgeon General's |IRB, the Surgeon
General of the Arny's |IRB.

Once they have approved the protocol, it
then nmust go forth to the FDA to be approved for
contingency use, and prior witten notice is required
of service nenbers.

What is that prior witten notice?
Service nenbers nmust be notified of the use of an | ND,
a clear description of why the drug is being used,
information on possible side effects, any other
i nformation that the FDA requires.

And then this notification nust be placed
in their nedical record. And if they're given the
IND, the fact that they're given the IND nust be
pl aced in their nedical record.

This HSIRB is a special IRB in that the
Code of Federal Regulations required that it be
conposed of three non-DOD nenbers, and so this is
currently the only IRB that we could utilize to
approve the AFD protocol. W can't go shopping. This
is the IRB that is the only IRB that we can use, and

these are the responsibilities that they're required
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to do that are noted in the Code of Federal

Regul ati ons.

As | indicated, FDA changed the Code of
Federal Regul ations, Part 50.23, which was the interim
final rule which had to be nodified so that the
Commi ssioner is no |longer authorized to approve | NDs,
and only the President of the United States can do
that, and it sets forth 18 standards and criteria that
nmust be net before the Secretary can request a waiver
of informed consent fromthe President.

The inforned consent nust be obtained in
advance unless the request for informed consent is
wai ved by the President.

Before the President wll waiver the
informed consent, it nust be noted that getting
informed consent is not feasible, is contrary to the
best interest of the nenber, or is not in the best
interest of national security.

The presidential waiver in accordance with
the FDA regulation nust include that the nenber is
confronted with a Iife threatening situation. No FDA
approved alternative nethod exists, and the Secretary
of Defense has determined that the waiver is in the
best interest of the troops and of the m ssion.

These are additional requirenments that
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were placed on us. The |G the FDA, and the HSRRB

will continue to conduct ongoing review and nonitor
the use of the IND during the operations.

The Secretary of Defense wll notify
Congress and issue a public notice that the IND is
bei ng used.

The waiver will expire one year from the
year of approval or if some time during that year it
is no longer required, then that waiver is no |onger
ef fective. And the Secretary of Defense will notify
the President if the threat changes during that year.

What service nenbers will be told when
they're given the IND, again, they nust be told that
it's investigational or unapproved for its applied
use, the reason why the drug is being given, the
possible side effects, including interactions, the
means for tracking the use, adverse effects, risk-
benefits of the investigational drug, and a witten
statement that the IND is not approved or the drug is
not approved for its intended use.

If the INDis going to be used in theater,
the CINC, the Conmander in Chief of that theater of
operation, will put a request through to the Chairman
of the Joint Staff stating that he needs to use this

drug in that particular operation.
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The Chairman of the Joint Staff will then

go to the Secretary of Defense for approval. Thi s
approval process will include within the Departnment of
Def ense going through the services, going through
Health Affairs, going through the General Counsel,
through a nunber of other offices at the Ofice f the
Secretary of Defense |evel.

The FDA nust have approved the | ND. The
requirements in the field will include appropriately
trai ned personnel in the theater, naintaining accurate
nmedi cal records, and accounting for all of the doses.

Current exanples of things that we m ght
use would be anthrax vaccine as a post exposure
protocol, and in the current protocol as has been
nmentioned a nunber of tines, and that [IND post
exposure use of the vaccine would be with
ci prof |l oxaci n.

Anot her possible use of an IND would be
once agai n pyridostigm ne bromni de.

A couple of things that | want to nention
because we use INDs all the tine, and so | just want
to make it clear that every day in our hospital
facilities, nedical providers, physicians, have the
authority to practice medicine, and this does not

all ow themnot to practice nedicine.
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And so on a doctor-patient relationship,
doctors can still practice nmedicine and use |INDs, you
know, as they're authorized by their |local state |aws,
et cetera. And also, this does not apply, the use of
INDs when we're using them in our nedical treatnent
facilities in accordance with the Code of Federal
Regul at i ons. Every day in our hospitals, physicians
are treating patients with AIDS, wth cancer, for
various oncology groups, and we're using INDs in
accordance with inforned consent and with all of the
requi rements that exist in the current Code of Federal
Regul ati ons. And so this doesn't apply to those
si tuati ons.

A sunmary of where we are. W nust use
FDA approved products if they're avail able. When at
the tine need for force health protection neasures, if
they're not available, then the DOD conponent, the
CINC, may request approval from the Secretary of
Def ense to use an | ND.

Wen using an |IND for force health
protection, we still nust neet all of the requirenents
of 10 USC 1107, the Executive Order 13139, and all the
appl i cabl e FDA regul ati ons.

If we want a waiver of infornmed consent,

only the President of the United States can grant that
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wai ver .

March 13th, 2000, the Assistant Secretary
of Defense for Health Affairs asked the AFEB for
recomendations for nobst appropriate antibiotics that
would be wused for treatnment of anthrax, plague,
tul arem a, et cetera.

We thank you very much. August 3rd, 2000,
the AFEB gave wus a letter back wth specific
recommendati ons.

The reason | was asked to speak is the
Board wanted to know what happened since. DOD has
been working to get an approved IND protocol for
conti ngency operations. We're currently working to
get the concurrence within DOD of the use of the
ant hr ax vacci ne post exposure pr ot ocol with
ciprofloxacin. A draft protocol is in coordination.

I say DOD. Actually Arnmy is Executive
Agent . Army has witten up the protocol. The
Secretary of the Army through General Parker at MRMC,
they're the ones that ar really working this issue.

DOD has a working group to develop a draft
i npl ementation guidance to the CINCs in the services
for an inplenentation of an |IND protocol required.

The CINC s surgeons cane back and said, "Ckay. W

want to work with you to see if we can get a protocol
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approved, but we don't have the expertise to really
put together the inplenentation plans. Can you pl ease
hel p to put together the inplenentation plans?"

Dr. dinton said, yes, he would, and he
wote a letter to the Secretary of the Arny, and the
Surgeon General of the Arny has put together one of
his staff officers to put together this. Col onel
Schnelle has a working group that's working this, and
I mght nention on the first one, the |IND protocol,
Col onel Pierson from Ceneral Parker's staff is here
today in case there are any questions about the
protocol. He'll be here to assist me to reply.

Dr. dinton then net wth PhRVA the
Phar maceuti cal Research and Manufacturers of Anerica,
concerning the AFEB recommendations. W noted that a
nunber of those recomrendations were off [abel, and we
asked them if they could get together wth the
manuf acturers of these particular drugs to see if they
would work with the Food and Drug Administration to
see if we could get indications on the |abel so that
we woul d not have to use these antibiotics off |abel.

PhRVA  sent the letter out to 30
manuf acturers noting our concern, and Bayer responded,
and Bayer said that they would put together a package

for ciprofloxacin to see if they could get it approved
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for post exposure prophylaxis and treatment of
tul arem a and pl ague.

I'm hoping that this package we put
together sonetinmes wthin the next three or four
nont hs, and that hopefully it will be presented to the
FDA, and then, of course, we have to see what the FDA
says. They might accept it as it is or they may
suggest that additional tests or studies are required,
and we'll just have to take it fromthere, but we are
wor ki ng the issue.

The anthrax policy menb | just want to
mention. It's out there. It's still in effect. It
tells the services, you know, what they should be
doing as far as anthrax is concerned and how to nanage
it and how to look at the current best nedical
recommendations that are listed, and it gives three
references for medical recommendations for the use of
anthrax, and we're letting the services and the
doctors out in the field determ ne what they feel is
appropri ate.

What's the bottom Iine? DOD is seeking
advice from experts. DOD directives provides the
policy and inplenments the |laws, the executive orders,
the regul ations.

DOD is working to get contingency

IND protocols for high threat areas or high threat
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i on gui dance,

and DOD is working with industry to get |abel

i ndi cations with FDA approvals.

That concl udes ny presentation.

DR OSTROFF: Thank you very nuch
Let me -- Ben, you can, and then I'Il ask
a question. | have many questions. So why don't you

go first?

DR. DINIEGA: Ben Diniega, Health Affairs.

I"d just like to say that this issue is

very conpl ex, and back in March we had an exercise run

bet ween OSD, the Joint Services, and sone of the Cl NCs

for a wartime scenario, and it was

a wonderful

exercise in that there was sone play involve with the

youth of an IND product in response to
youth, and we really learned a |lot
exercise in the nessages that went back
taking a look at the problens we would
| ND.

And, therefore, | really

potential BW
during that
and forth in

have with an

believe in

exerci ses and the need to |ook at how we are going to

do things, but the main point I wanted to nake is

that, nunber one, we can get a waiver

consent fromthe President, but we still
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FDA approved protocol, and that protocol, of the nmany
steps that Sal nmentioned, one of those agency
requirenments is informed consent.

That's the only piece of the |IND protocol
that is waived. So you would still need an FDA
approved protocol .

The other mmjor point, that it has to be
witten into the OP plans or the CON plans,
contingency plans, of the theater before they can use
it, and many of these things can be done ahead of
tine, and | think it's very inportant to make sure
that the services and other people understand we can
put a lot of this in place so that the execution piece
will be the toughest part. How do we execute it
during tine of nobilization of war is the toughest
part, but we have to get all of the other pieces in
pl ace.

DR CIRONE: Thank you, Ben.

I mght nmention that Army Surgeon Ceneral
and the Joint Staff sponsored a conference for a week
in Virginia Beach to discuss a number of issues, one
of which was IND issues, and at that tine a list of
all of the requirenents, including the requirenent to
put all of this in OP plans was all formulated, and I

t hi nk Col onel Schnelle and General Peake's office has
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that list, and we're all working together to see if we
can acconplish those requirenments to get these things
done.

Sir?

DR OSTROFF: Let nme ask a couple of
gquestions. One is are there any initiatives underway
to l ook at changing the |egislation.

DR. CIRONE: The only initiative tha |I'm
aware of right now, sir, is that in the current
Def ense Authorization Act, there's a Section 713 both
in the House and the Senate on Section 980 of Title
10, which states that in the Department of Defense if
we' re doi ng research you nust have inforned consent.

And the House version of that kind of
states that in an enmergency or under certain
circunstances it suggests that the Secretary of
Def ense should be allowed to waiver that and use the
rules and laws that currently exist for everybody el se
who' s doing energency room surgery, and to allow DOD
to use the sane thing.

We didn't put that in, but whether or not
that makes it or not, | don't know. W'l have to
wait and see what cones out of the conference.

DR. OSTROFF: W can have those

di scussi ons.
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DR. CIRONE: That's the only one that I'm
awar e of .

DR, OSTROFF: Let ne just say that we've
been very, very careful about distinguishing INDs from
resear ch. There are certain things that we are
acquiring INDs for, that we are doing so not because
we consider ourselves doing research; sinply because
FDA requires that they be done under an | ND basis, and
we don't consider themto be research.

DR. CIRONE: And the Departnent of Defense
is the same way. |If you look at ny very first slide,
I noted that we considered in the Gulf War and we
still consider that this is treatment rather than
research, but in order to use them we nust follow
those rul es and regul ati ons.

DR. OSTROFF: Let nme ask you another
questi on. One of the things that | was a bit
surprised about is the public notification. What do
you do if there are potential security inplications
for notifying, if you have to notify potentially who
may have to receive this or who's eligible for
receiving this particular product under an | ND?

For i nst ance, t here are security

considerations in letting people know that vyou're

using particular vaccines, let's say.
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DR Cl RONE: I think that we nust notify

the Congress, and | think in doing that there's the
possibility to do it under classified circunstances if
that woul d becone necessary.

And then | think that it woul d be possible
that the Congress perhaps, you know, could give us
gui dance on the notification to the public.

And at this point |I'm not an expert in
that particular area. I can only tell you what the
| aw says, but | think it probably would be possible if
there's national security concerns that notice would
have to be given in sone form at sone tine, but |
think they could give us guidance on how to do that.

DR OSTROFF:  You know, this issue of the
ant hrax post exposure prophylaxis with the vaccine is
one that at least | have a little bit of concern
about, | nust confess. What happens if you have a
situation where soneone has potentially been exposed
and they don't want to consent?

DR CIRONE: A nmlitary person? |'d have
to get the protocol, get the protocol approved, et
cetera. M guess is that -- and this would be a guess
-- is that a vaccine is given by the health care
provider, and therefore, it's very possible that if

that would only be inforned consent. W could go to
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the President; we could get a waiver of inforned
consent, but you know, until you have the protocol
approved and you go through all of the processes and
you get the waiver of informed consent, you have to

assunme that it's inforned consent.

If it's inforned consent, it's infornmed
consent . Therefore, that nenber could say, "I don't
want it." That's why we have to educate them W

have to tell them the pros and cons. W have to |let
them know the risks, et cetera, and if they determne
that they don't want it, that's what infornmed consent
is all about. W could not force it to them

DR. DI Nl EGA: Ben D ni ega.

Renenber cipro is approved for post
exposure.

DR CIRONE: So | keep tal king about --

DR. DI NI EGA: You keep taking sonme risk in
the treatnment aspect or post exposure.

DR CIRONE: But you're tal king about the
vacci ne, correct?

DR OSTROFF:  Yes.

DR. CIRONE: Any ot her questions?

COL. BRADSHAW Col onel Bradshaw.

I had one. | know there are sonme efforts

being made to stockpile cipro, but | recently found,
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and maybe soneone can confirm for ne, but we don't
currently have cipro on the DOD formulary; is that
correct?

DR CIRONE: | believe that's correct.

COL. BRADSHAW  And | think it's because
those decisions are made for other reasons that we use
other, you know, fluoroquinolones, and it's a price
i ssue and bul k purchase. But | think that nakes it a
little nmore difficult for us to have things
prepositioned. It night be sonmething we ought to | ook
i nto.

LT. CO.. RIDDLE: Yes. Colonel Riddle.
The way | read that directive, | nean, it

applies to any force held protection neasure. Let's

say that | wanted to --

DR. Cl RONE: Endeni ¢ di seases are
i ncluded. That's correct.
LT. CO.. RIDDLE: Yeah. -- that | wanted

to give pre-exposure to doxycycline for a lepto risk
or sonething for deploying forces. Even within CONUS
I couldn't do that other than on a patient provider
rel ati onship. I couldn't issue guidance to do that
based upon that directive.

At what |evel has there been a call to

where that patient-provider relationship exists to
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where a conmmand surgeon -- let's say you're deploying
to SOUTHCOM wherever. Do you want to use a neasure
like that?

DR. CIRONE: Once agan, | think that the
objective was in operational environnents. So if
there's a deployment and there's an operational
environnent and it's included in DOD Directive 6200. 2,
then it applies.

If it's day-to-day routine within CONUS in
our MIFs, nedical treatnment facilities, and ned.
centers, then | would question that that was not the
intent, and if it appears that that's the intent, then
it would be hanpering people practicing nedicine at an
MIF. That should be raised and brought back, and
that, | think, would have to be rel ooked and perhaps a
change nade to the directive, if you could give ne the
line and the paragraph, if there was a problem
somewher e.

I think the intent was in depl oynents.

LT. COL. RIDDLE: In one of your letters,
you said you -- you referenced three recommendations
for the use of a particular drug. The AFEB could, in
fact, make an off-Ilabel recomendati on and then from a

policy perspective you could reference that as a

recommendation to the individual provider, that they
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mght want to in their patient-provider relationship
use this particular drug as recomended by these
expert sources.

DR Cl RONE: I would certainly hope so.
We certainly appreciate the work that the AFEB did,
and we are using that letter to the maxi mum that we
can to get as many things approved and to get as nmany

of the drug conpanies to support our efforts as we

can.

Yes, sir.

ADM HART: Now, is there sone additional
hurdle here? If we're going to seek utilization of

certain medications post prophylaxis or post exposure,
what is the requirenent for the diagnosis?

In many cases of a biological agent, if
you don't act presunptively, you're too late once you
get a confirned di agnosi s.

DR CIRONE: It depends on the |abel, sir.
C profl oxacin is | abel ed for post exposur e
prophylaxis and for treatnment. \What is post exposure
prophylaxis? In the label it says "suspected," and
now how definitive is "suspected"?

I"'mnot going to press that issue. Maybe

you want to.

ADM HART: Nor are we.
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(Laughter.)
DR.  Cl RONE: I don't want to press that
i ssue.
Yes.
GEN. CLAYPOCOL: | have a question, sort of

a tinme-notion question. Wen you did the exercise in
Virginia, |'mjust curious. Is there a problem with
the request conming fromthe CINC up to the Chairman of
the Joint Chiefs to the SECDEF in order to go ahead
and approve the execution of the IND in terns of what
kind of a tinme period that takes?

I nean, | assune what's happened is the
protocol has been approved. The waiver of the 18
criteria have been net. The request has gone to the
President to waive the informed consent. And then it
sits there until it's requested upon by a Cl NC

And then once that happens, then | guess
the thing could be executed. So are there tinme-notion
things that are a problemw th that? Because you may
not have a lot of tinme to discuss that.

DR, Cl RONE: W hope not. If you
renmenber, sir, when you were ny boss, we did get a
request, and we brought everybody in, and then we had

a video teleconference with the CINC, and we worked

rat her expeditiously at that particular tine.
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The CINCs are concerned about that.

They've asked us to see if we can cone up with sone
tenplates that will push this thing through, and this
working group that Colonel Schnelle is addressing,
once we finish the inplenentation plans, we're going
to try to see if we can get a tenplate so that all of
this stuff is done, so that sonebody can have a book,
pull the book off the shelf and tell you exactly what
the letter is going to look like, and we're working
al ong those lines.

DR DINIEGA: | have a couple. There are
two things that would cone up. One is requesting
permission to inplenment an IND in the theater, which
is one issue, and | think that an IND is already in
place in a witten OP plan. The request that would
come up through the SECDEF, that would be easy to get
through if everything else is in place.

Alittle nore difficult would be an IND is
in place, to get permission to inplenent the IND, but
they want a waiver of consent. Then it triggers a
whol e different series of requirenents, and one of the
chief ones is they have to sonehow verify and convi nce
the SECDEF that the threat is real and essentially
immnent or a very real threat in the theater because

the SECDEF has to go forward with that information
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along with the fact that we already have a preapproved
FDA, approved | ND.

DR.  Cl RONE: And, again, that is a
question. What level of threat will they accept? At
this point we don't know, and we hope this working
group can work through that, work with other agencies
outside of DOD, find out what is an acceptable |evel
of threat.

Is it the commander's threat list, the
Chairman's threat list? |Is that sufficient?

At this point we don't know. | nean, we
haven't had to play this and do this, and I don't know
what the President of the United States and his staff
woul d accept .

DR. OSTROFF: Sal, | think one thing that
I mentioned to you earlier, but just to let the group
know, I mean, we are grappling with a whole array of
IND and IDE, investigational device exenption, issues
at CDC right now on the basis of what happened | ast
week, and in order to expedite things since FDA is one
of our sister agencies, we've decided we can
circumvent a lot of the problens by having them
actually wite themthensel ves.

DR Cl RONE: | appreciate that, and our

dealings with Bayer and any other conpani es that want
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to go off line, we've also invited CDC to join us in
any neetings we have, and they've indicated that they
woul d do that.

Thank you.

DR BERG Bill Berg.

Sal, do you have any indication of how the
FDA feel s about this?

You know, historically it can take a |long
time to get the protocol approved, and there nmay be
things in a conventional protocol that may not be
relevant to this. Does the FDA see the need for this
and are they willing to work expeditiously and keep
things to the bare m ni nunf

DR Cl RONE: I can't answer for the FDA,
but | can say that | think the Pls, as they work the
studies trying to go forward for |licensure on a
regul ar basis, work with the FDA, and our hope is that
that will happen.

And if ciprofloxacin is an exanple, | was
very pleased to see that ciprofloxacin or Bayer
requested to get it approved for prophylaxis and
treatnment of anthrax. It was not on their label. It
was on the doxycycline |abel.

They went to the FDA. The FDA worked very

expeditiously to get that approval, and | hope that's
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an indication of the future, but that's the best | can
answer you.

DR. BERG One of the things that concerns
nme is that anthrax is a little bit of an exception in
that this had been targeted for many years. USAMRI D
had been working on it. They had been working with
ci pro.

You know, we may not be in the sane
position, for exanple, with cipro and tul arem a.

DR CIRONE: That's correct, and they nay
cone back, and they may say, "W want additional

studies," because | Don't think we have the anount of
studies in tularema or plague that we do have, and
that's a concern.

And then who does the studies? Wo pays
for the studies? | think it will be Departnent of
Def ense, but that's not for ne. | nmean, there's a
whol e process for how vyou determine defense
priorities.

DR. OSTROFF: O her questions?

(No response.)

DR. OSTROFF: General Peake, did you want
to make ot her comments concerning the overall response

to last week's situation in ternms of the Pentagon

specifically or any other aspects?
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LTG PEAKE: Well, except to say that, you

know, in sonme ways it's sort of a multi-sinultaneous
phased operation right now. One is trying to get sone
sense of nornmalcy, getting people back to work,
recogni zing that we've got a big chunk of the Pentagon
that we don't have office space in anynore, and
putting people in other locations, dealing with the
enotional issues which are significant, you know, in
this environnent, and trying to establish basically a
| ong-term approach to that so that we take advantage
of the lessons |learned in previous experiences.

At the sanme tine,

| ooking at our

responsibility for mlitary support to civil
authorities and the New York and the Pennsylvania
sites, and we have sonme degree of support there. It
is really pushing us to work through the national
di saster response plan, and that is working better.

I happen to be the senior nedical guy for
the Hurricane Andrew experience, you know, and nobody
even knew what the plan was back then. It had been
publ i shed the April before.

Well, | think it's encouraging to nme that
there is an understandi ng of how that system works and
how our organizations -- | think there's always that

friction. Everybody wants to be involved and so
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forth, but I think we're really working through that

wel | .

And then the third piece of it is sort of
this notion of trying to get our whol e nindset around
the canpaign to rid this world of terrorism which is
a different thing again. So there's sort of three
different focus areas going on with us right now, and
it's pretty busy and pretty stressful for a nunber of
fol ks.

I think you'd be pleased to know the
f ocus. I nean you've heard it already a couple of
times about the focus on the nental health, the
understanding that it is something that we need to
deal with and not push under the table and it's not
macho and hoo-wa (phonetic) and all that stuff. It's
let's deal with it and the senior |eadership
under stands that stuff.

I think you' d be pleased with that. It's
sone of those things that are the right things. The
notion and the interest in how do we protect our
soldiers is sonething, again, that has been sort of
presaged by the work that this group has done over
many, many years.

So | guess that nobody is thinking this is

a short term deal right now, and | think our whole
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nation needs to cone to grips with that. W're pretty
good at kind of wham bam and nove on. This is going
to be sonething longer termthan that, | think, and so
we' || continue the engagenent.

DR OSTROFF: Let ne ask Admiral Hufstader
if he has any coments to nmmke from the Marine
per specti ve.

RADM HUFSTADER: Well, 1'd just echo what
Ceneral Peake said. It's interesting to ne, too, to
see the evolution of awareness and psychol ogical
i npact of these kinds of events and the responsiveness
not just to ourselves, the nedical conponent, but of
the |ine commanders.

They recognize that this is a significant
ef fectiveness detractor, and that they can have an
impact on it and are quite willing to play. It's good
to see that.

DR OSTROFF: Let ne turn -- Admral Hart,
any coments?

ADM  HART: I had talked to Sal a couple
of weeks ago, and in our discussion realized that he
was going to talk about this IND off-label use of
t hi ngs. Maybe nedicine has had a frustrating tine
trying to give guidance to our hospital CGCs. W' ve

witten some guides on preparation and response to
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bioterrorism preparation and response to chem,
preparati on and response to nuclear, and as a hospital
conmandi ng officer, | |ike reading theory and general
gui dance, but | want to know what to do.

And we had to be very careful in how to
craft the advice about when you suspect a bio. event.
When you've got people starting to die in the ER
what action can you take?

And we cone up kind of hollow because we
all here know that there are effective nedications
just like Colonel Eng's presentation this norning, but

you can't advise that.

So | appreciate the involvenent of this
Board, and | think that frustration is not lost on
anyone here. I don't know how we're going to get

there from here, but the nore we |earn about what's
effective, the nore frustrating it becones that we
can't allow decisions to be made by the commander and
the nedical experts on site to enploy these.

So | guess | take solace in |I'mnot alone
in this frustration, but I'm not so sure we're going
to get forward very fast.

DR OSTROFF: Thank you.

Before we take a break, Dr. Zinble has

joi ned us. I wonder if you have any comments before
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t he break.

DR ZIMBLE: Just to echo what others have
said. It's been an interesting week, and | think the
response by nmilitary medi ci ne has been superb.

By sonme sort of fortuitous serendipity
there had been planning processes going on very
shortly before the event that allowed -- you know, the
plan is never right, but the planning is always very
important, and the fact that planning had gone on
allowed people to respond very quickly to the
di saster.

It's now a question, as Arnmy Surgeon
General states, of looking at these several aspects
that are going on. Psychol ogical aspects is big tine
stuff. The Chairnman of our Departnent of Psychiatry,
Dr. Bob Ursano, is also the chairman of a subcomittee
of the APA that deals with traumatic stress, and a | ot
of the news media had been in touch with us the sane
day as the catastrophe, and he had been giving out
information regarding what you tell children, how
famlies are to react to the psychol ogi cal probl ens.

SPRINT teanms have been established by
Navy. Arny has psychol ogical teans in place. There's
going to be hopefully a good epidem ol ogi cal study of

t he Pentagon regardi ng what went on there, and | think
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we can |earn some new pieces of information regarding
this specific type of disaster on the hone front.

So I'm1looking forward to what we're going
to learn from this so that we'll be even better
prepared next tinme around.

DR OSTROFF: Thank you.

Let me just ask if there are any
guestions. Ken.

CAPT. SCHOR:  Just to back up the issue of
applying epidenmology to conbat stress, one of the
things is I've worked with the SPRINT team Don,
that's working with OPNAV in our building, is how do
you know that you've gotten everybody that needs to be
tal ked to.

They' ve got senior |eadership, three star
| evel, four star level, and they've got inundated. W
established that |link wthin 24 hours and got
| eadership approval, and they're getting flooded with
there's a group of 125; there's a group of 60; there's
a group of this.

And then you say, "Wll, how do you know
you're effective?" Measures of effectiveness are
always critical to figure out when to ratchet back on

the full-time engagenent and then kind of schedule it

out.
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One of the thing that we did was | was
able to get ny hands on the battle danage assessnent
of the Pentagon, and we're going to overlay the OPNAV
N codes or G codes or J codes, those of you that know
the lingo, over top of that battle damage assessnent
and then seek out those codes and nake sure that those
fol ks know that the SPRINT team is available and that
they' re reached.

We've hit the high exposure dose folks
pretty heavily already, but we're not sure we've
gotten everybody, and so it's an interesting
application of an outbreak investigation nodel.

LTG PEAKE: Just to make a comment about
that, the Arny Surgeon Ceneral's officers are outside
the Pentagon actually, or we have one office in the
Pent agon, but nobst of it is outside, and | assenbled
all of our people, and we were tal king about it.

And, you know, the civilian work force
works in the Pentagon for 30 years, and they float
back and forth in different jobs, in different
sections and nove through the GS system and they all
know each other. And they all -- every one of themin
t here had sonebody that they knew in the Pentagon.

So even though we're outside, you know,

that's a group that would have otherw se been m ssed.
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You say wait a mnute. We've got to reach out and
| ook.

So we're sort of the executive agent of
the De Lorenzo Clinic right now, and so let's with the
lead agent in this area look at all of Northern
Virginia and the national Capitol region as our
incident area, not just the Pentagon.

So Dewitt, you know, they're engaged out
there. It's where a lot of fanmilies live that
otherwi se wouldn't have access. Al of these new
pl aces where officers are springing up because the old
pl ace is gone are people that are high risk.

So we're trying to lay out the grid and
the matrix to insure that whichever team it is is
coordinated so that we don't niss people for just the
reasons you said.

The other thing, as we pull in the issues
here, where we're going to see even a larger incidence
of people seeking assistance will be about two or
three nonths fromnow. So we're starting to say what
do we need to do to beef up the assets that are
available two to three months from now and kind of
think as a long-term canpaign plan as opposed to
getting caught with thinking everything is okay, and

then all of a sudden start seeing the consequences.
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So as Jim said, | think we wll learn
something fromthis, but I think we've already |earned
a lot from other experiences that we really need to
apply.

DR OSTROFF: Phil.

DR LANDRI GAN: Phil Landrigan here.

Just let nme say there's one nore di nension
to the epidenmologic followup that we've been dealing
with in New York, which is where |'mfrom and that's
the issue of the occupational health of the workers
that are going to be in there, those that have already
been in there, of course, too, and the rescue and
recovery and those who are going to be in there
starting now already and continuing for the next many
nmont hs renoving the material s.

And we know, for exanple, in the Wrld
Trade Center that there was asbestos up to the 40th
story of one of the two towers. I'm sure you nust
have asbestos in the Pentagon.

There may have been toxic conbustion
products formed during the fires when vinyl burned,
for exanple. There nmay have been dioxin. W've been
in touch with Steve's counterparts at CDC to get sone
assays done for that, and the first priority then is

going to be as best we can put together a roster, a
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denom nator of the work force, that it won't be
conpl ete because sone of the volunteers have already
di sbursed, but we'll do as good a job as we can of
putting together such a roster. W'Il|l do what we can

to establish baseline health status indicators on

them including, | hope, nmental health, and then
there'll be a basis for follow ng these nen and wonen
forward.

And up in New York when we've got such a
concentration of medical schools, it wll be a
col l aborative effort anbng the schools and the various
actors of governnent. It seens reasonable to ne that
maybe we ought to be in touch with the folks who are
putting together such a cohort at the Pentagon to the
extent that the survey data instruments can be
simlar. That will be to the good.

LTG PEAKE: The Center for Health and
Promotion of Preventive Medicine is going to be the
| ead. Dr. dinton talked to me about that today
because | guess there are sone people already up in
New York, a few, you don't need nuch of our help
frankly, as bet | can tell.

But we've had air sanple collectors in

from the very first day because | just knew we were

going to have those kind of questions asked, and
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briefed 633 sanples fromall the various corridors as
far as the FBI will let us in and as far as in and on
all the floors.

So far everything has been wthin OSHA
st andar ds. We found sone |ead, not aerosolized, but
on the whites, and so we're making sure we're doing
the wet cleaning to try to mtigate that.

But that's gone a long way to reassure
people so far, and we are going to continue that
sanpl i ng. You know, the concern of people being
afraid to cone back anyway, and then sort of the
notion of, well, maybe this is a sick building; we
want to be able to alleviate that very quickly wth
sonme science behind it.

So | appreciate your point.

DR. LANDRI GAN: That's all very
reassuring. One of the things that we've |earned over
the years from the issue of asbestos in building is
that it's inportant to have the air sanples, but it's
al so inportant to conplenent those with having bul k
sanpl es of whatever is the source material from which
the aerosol is generated. So in this instance the
source material is probably the dust that people are
going to be kicking up as they do their work.

And the reason it's inportant to get both
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and to have multiple sanples of both has to do with
the fact that the release of material into the air is
intermttent.

So it's absolutely reassuring that the air
sanpl es are bel ow OSHA standards, but at the same tine
from the perspective of putting together a rational
prevention plan that takes note of the various hazards
that are present on site, you need to have the source
sanmpl es as well.

LTG PEAKE: The other thing that is sort
of good is this is the wedge that had already been
renovated, and so many of the asbestos issues had been
mtigated as part of the renovation. So maybe we
lucked out in terms of that to sone degree, but we
will take that comment and pursue it.

COL BRADSHAW Yeah, this is Colonel
Br adshaw.

I just wanted to nention from the Ar
Force point of view that we have been in touch through
General Martinez, through General Mirray, ny boss,
and are working with the CHPPM folks on the self-
reporting and followup of the individuals. Dr.
Ursano, as Admiral Zinble nentioned, has also been in
touch with the CHPPM fol ks and is actively invol ved.

And | should nention that we've done a
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Cobar Towers investigation in the Ar Force, along
with the folks who did the lahoma City Mirrah
Feder al Bui | di ng fol | ow up. The k| ahonma
epi dem ol ogi sts there and Tim Davis at the CDC, CHPPM
has already ben in touch with him

So if you guys are anticipating that sort
of thing I'm sure that Col onel Eggerton at CHPPM and
others that will all be glad to try and be on the sane
sheet of nusic in terms of what we're doing. They're
| ooking at both injury followup and sone, you know,
PTSD and other types of nental health questions, et
cetera, et cetera.

So | think collaboration and coordination
is certainly inportant in this, and as we nentioned,
they also did an environnental survey.

DR, OSTROFF: Ceneral Peake, | think you
have to go.

LTG PEAKE: I have to go. Actually I'm
going up to Dover and then to CHWP | ater on today.

So again, ny thanks for letting nme cone
visit with you, and | appreciate what you're doing.

DR OSTROFF: Thanks. W appreciate your
bei ng here.

Wiy don't we go ahead and take our break

now. We're a couple of mnutes ahead of schedul e, and
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and let's try to

(Wher eupon, the foregoing matter went off

the record at

the record at 11:25 a.m)

10:55 a.m and went back on

DR. OSTROFF: We have Lieutenant Col onel

Art Baker, the Reportable Diseases Project Oficer

who's going

to give us an overview of

reportabl e nedical events.

closely |ast

presentation

the tri-serv

five areas.

And | rmust confess | r

ead

tri-service

this quite

eveni ng. So I'll be interested in your

(Laughter.)

Lt COL. BAKER  Thank you very much.

I'"'mArt Baker, and I'mgoing to tal k about

ice report and nedi cal events.

I want to divide this presentation into

I want to give you a background on it. |

want to talk about the tri-service

list, the

gui del i nes f

data flow of

criteria for inclusion

or reporting.

reportabl e event

and

excl usi on,

And then | wanted also to talk about the

the reportable nedical events from each

of the services into the defense nedical

system
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Finally, 1'd like to give a summary of
some of the reportable event data and discuss the
conpl et eness of the reportabl e events.

Now, to give you sone background on the
tri-service reportable events, in Decenber of 1997,
there was a neeting and a consensus was arrived at
anmongst the services on what events were reportable.
By July of 1998 a case definition docunent had been
conpiled and distributed to the various individuals
for conment, and then it was finally published.

By January of 2000, all of the services,
Arny, Navy, Air Force and the Marines through other
services were reporting nedical events on a relatively
consistent basis, and by January of 2001, we had
reconvened and | ooked at the reportable event list to
see whether or not there were any changes that needed
to be done either in the specific conditions to be
listed or in the terms or the conditions for which
that individual event would be reported.

This is a picture of the tri-service
reportable events. This is the cover. It has all of
the guidelines and case definitions init, and this is
sonething that's available on the Internet. You can
download it and read through it, and if you have any

comments, |'d be happy to have you send ne an E-nuil
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about that.

And this is available at the AWVBA Wb
page, amsa.arny.ml.

Now, we used sonme very specific criteria
for deciding what kind of event should be included in
the tri-service reportable events. First of all, we
wanted to include events for which there was no other
tinmely source of data available, and tinely for us was
anypl ace froma couple of days to a nonth.

W wanted to have a very clear case
definition available so that there wouldn't be any
struggl e over what to include and what not to include.

W wanted to have an 1CD-9 code for each
of the conditions so that we could nore accurately
group and do statistical analysis on the events that
were reported.

We al so wanted to nake sure that there was
an intervention available for each of the conditions
that were going to be reported and that this kind of
intervention would be inportant because of the high
degree of public health inpact that this condition
woul d have.

And also, it would help us to identify
failures in the preventive nmedicine infrastructure

locally whenever we didn't see events being reported
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that were el sewhere reported.

We also included as criteria for medical
event inclusion the urgency of the condition, its
potential for affecting |arge popul ations of people,
the clinical severity associated with the nedical
condition, the ease of transmissibility, and finally
the potential for severe m ssion conpron se.

Most inportantly, we also | ooked at events
that were nandated by outside agencies, such as the
CDC and state, and finally, we wanted to |ook at
events, include events that were nilitarily unique
threats.

And although you won't be able to read
this slide form any place in the room unless you're
standing next to ne, these are all of the events.
This is also available on the Internet from that book
that you can download if you w sh.

Now, you can see on here that we have
really exotic conditions that have never been reported
before, such as we haven't had any anthrax cases
reported. W haven't had any biologic warfare agent
exposures, but you can see that these conditions neet
some of the criteria for which we included them in
this list.

O her condi ti ons are of gr eat
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signi ficance. For exanple, down here in the nalaria
area -- let nme just see if |'ve got this done right.
Yeah, right down here in the nalaria area we're very
interested in these, and we actually get as soon as a
case is diagnosed anyplace in the mlitary treatnent
system of any service -- these usually conme to us
pretty quickly.

Now, this is a sanple page that's probably
difficult to read fromyour position, but let nme tell
you that this is a sanple page out of our manual, and
we organize every condition under these kinds of
headi ngs.

For exanple -- oops, sorry. Got to go
back two. Yeah, right here. Good. Thank you. And
I'"ve got this took here.

First of all, we give a clinical
description of the condition. W've actually sel ected
Dengue fever here. W give a clinical description.

Next we give a clinical case definition.
W give a -- further down we give the |aboratory
di agnosis or criteria for diagnosis, and we give a
case classification here. Any further requiring
comment s and additional considerations, and we do this
for every case so that when people are wondering,

"Should | report this case of Rocky Muntain spotted
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fever with an 1gG titer of one to 64?" no, | don't
think so.

But we provide this so that there will be
continuity and consistency of reporting.
Now, | want to tell you how the tri-

service reportable events fit into the DMSS, and |
need to give you a kind of an architecture or a
functional organi zational.

The defense nedical surveillance system
has data that cones into it. It has personnel data.
It has nedical data. It has serologic data, and it
has deploynment data, and all of these colums feed
into the defense nedical surveillance system

Now, specifically, we receive reportable
medi cal events from the Arny, Navy, and Air Force
which also conme into the defense nedical surveillance
system and this information then is used to generate
various kinds of reports: the nedical surveillance
nmonthly report. W have ad hoc requests for persons
who have particul ar requests about the data.

W do studies and analysis, and then we
have routine reports and sunmaries that are produced
fromthis database.

In addition, this database can be queried

through the Internet with DMED, which is a renote
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access front end to the DVM5S database, and you can | ook
at reportable events with DVED, reportable events that
are in DMSS.

Now, the tri-service reports cone into
DMSS from different services. There's the Arny
system which is called RVES. There is the Navy-
Mari ne Cor ps system of reporting tri-service
reportable events, which is the NDRS. And then there
is the Air Force systemcall ed the AFRES.

These events are located or found or
identified by providers who are in nedical treatnent
facilities. They're in clinics. They're in ships.
Sonetimes they're in battalion aid stations, and these
events then get reported up to the reporting sites
that they're associated with.

And these reporting sites in the case of
the Arnmy are at 34 different reporting sites. In the
case of the Navy, there are four ENPUs, and there are
79 -- there are approximately 70 reporting sites for
the Air Force, and these reports that are generated at
each service level cone up to their respective service

surveillance centers, and each of these respective

service surveillance centers send their reports into

DIVSS.
These reports are also standardized and
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they have characteristics that nmake them manageable in
a database upon which statistical analysis can be
done. For exanple, each case is ICD-9 based. Each
case has a uni que case nunber so that a case nunber in
the Air Force will never be found in the Arny case
nunber series or in the Navy case nunber series.

There are a nminiml nunber of essential
data elements, and we'll look at these on another
slide, what the specific data el enents are.

There is a coment field available to
describe the case in the event that the individual
reporting the case feels like they need to add a
little bit nore information.

We require that there be an indication of
whether or not the case is confirmed, and the
reason -- and we also want to know the method of
confirnmation. Was this a clinical case? Was this
confirmed by serology or by slide, for exanple, with
mal aria, or what was the technique? And there are
sel ected techni ques that can be chosen.

If there is not a confirmation of this
case, then it's not included in any of our analysis.
Now, these are the data elenents that we request for
each case, and it's broken up basically into two

groups: the denographic data, as well as the nedical
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dat a.
Thi s hel ps us to sort cases by
denographics and let me just -- this is the case

nunber. This is the DM SID. This is a unique nunber
assigned each nedical treatnment facility, first nane,
last nane, famly nenber prefix, Social Security
nunber, patient category, race/ethnicity, sex, date of
birth, and grade.

These are the nedical data, and you can
see di agnosis, date of onset, and for sonme di sease, we
want to know about whether or not the disease was
confirmed and what the nmethod of confirmation was, and
we provide these other data fields. And these are all
described in the tri-service nanual.

Now |'d like to turn for a nonent and | ook
at the nunber of cases that have been reported by the
different services to DMBS, and these are on active
duty service nenbers, cases that have been reported on
active duty service nenbers between 1995 and 2000.

the Arny started reporting cases in '95
and '96, and then there was an effort nade to give
feedback to the field about the quality of the case,

whether or not it was confirnmed, and that kind of

f eedback.
And as a result, we had a step up in the
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nunber of cases, and we were generally above the 8,000
line and here in this 2,000 year, we were over 95 --
about 9, 500.

The Navy has also transnmitted cases, and
you'll see that there is a declining value here on the
nunber of cases that the Navy sends to us, and one of
the reasons that we suspect that this is true is that
there is a long lag tine between the tinme a case is
actually identified at a naval site and then finally
gets through their system of transm ssion and to DMSS
through the tri-service reporting system

You can see that the light beige color
here is the Air Force, and over tine it has increased
in the nunber of cases, and this actually reflects, |
think, an attention that the Air Force has paid to the
reporting system in an effort to get their multiple
reporting sites to send their cases in on a nore
tinmely basis.

We'll go on to the next one.

Now, these are the 15 npbst comonly
reported cases so far in the DWVSS, and this is for
1998, '99, and 2000, and you can see that the nost
cormon diagnosis and the npbst common cases are
sexual ly transm tted di seases.

So that in 1998, 55 percent of all the
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cases reported in 1998 were chlanydia cases, in 1997,
57 percent, and in 2000 it was 65 percent. Al of the
cases so far in these three years that have been

reported for chlanydia, there were 20,000 cases of

chl anydi a.

You can see it drops down quickly to
gonorrhea, non-gonococcal wurethritis, it's small, and
then the | eading cause of -- the |leading report is our

heat injuries.

We stopped at 15 because this was the
first set where the percentage was |ess than zero, and
you can see that over three years there were 106 cases
of Hepatitis C reported through the tri-service
reportabl e event system

Now, as you know, surveillance systens are
nmeasured usually in two kinds of neasures. e is
tineliness, and we're not going to talk about
tineliness today, but the other issue is by
conpl eteness, and we define conpleteness as being
based on the percentage -- on the percent of all
hospitalizations that are required to be reported that
were actually reported to DVMBS and the total nunber of
hospitalizations for services based on the standard
in-patient data records so that we actually get all of

the -- we know all of the <cases, all of the
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hospitalized cases in all of the services, and then we
| ook through all of those hospitalized cases and say,
"Now, which one of these should have been required to
be reported through the tri-service systen"

And then we go to each service and say,
"Now, of these cases that should have been reported,
how nany of them did you report?"

And that percentage is used to establish
the conpl eteness of reporting. This conpleteness is
only based on active duty admissions to military
treatnent facilities. So we don't include soldiers
who get into a car accident on the interstate and
they're dragged off to the nearest civilian facility.
W only count cases that were hospitalized in
mlitary medical treatnent facilities.

So that if we look at conpleteness of
reporting of required reportable hospitalizations
amongst active duty service nmenbers in this tine
frame, you can see that the Arny started out here at
about 30 percent back in '95, and in this tine frane,
there began to be nore feedback to the reporting sites
saying, "W need this information. W need it in a
nore timely manner, and why couldn't you also tell us

about these?"

And hel ped to tune up the reporting sites
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and so that we're -- about 60 percent of the required
reports are actually reported. Now, sone people think
that 60 percent is is not a very good nunber.
Actually if you look at other active surveillance
systens, if you get ten or 15 percent of cases, that's
pretty darn good. So that the Arny is actually nmaybe
four tinmes better than what you usually expect.

Now, in about '98, the Air Force and the
Navy started adding cases, and you can see that the
Air Force has begun to inplenment reporting of cases
and also a new system so that they're nmoving up from
ten to 30 percent, and | think that you can see that
the Navy has basically remained around 15 percent, and
this is probably again due to the lag tine that's
associated with bringing cases in.

Ckay. That concludes ny briefing. Are
there any questions | nmay answer?

DR OSTROFF: Ch, yes.

(Laughter.)

DR. OSTROFF: Let ne start by thanking you
for the presentation and thanking you for at |east
maki ng an attenpt to bring sone structure out of what
to me when | first started dealing with this five or
six years ago looked incredibly chaotic wth no

consi stent case definitions and no consistent ways of
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reporting and no standardized list of diseases, et
cetera, et cetera, et cetera.

But | guess ny initial question to you is
to what degree does this really reflect reality, and
the reason | ask that is that while 60 percent from
the Arny may | ook pretty good if what you' re neasuring
is hospitalizations, for the vast mpjority of these,
these people don't get hospitalized.

Lt CO.. BAKER Exactly.

DR. OSTROFF: So when you conpare themto
surveillance systens that are picking up ten or 15
percent, you're talking about surveillance systens
where nost of this is being diagnosed on an out-
patient setting.

Lt COL. BAKER R ght.

DR OSTROFF: So |I'm not sure that's a
fair conparison.

Lt COL. BAKER: You're exactly right. It
is a surrogate neasure, and it's not the best
surrogate neasure, but | don't think that a better one
can be easily found that can be used as a standard.

The other wvalue of having this as a
measure is that it provides an opportunity to talk to
the services or the actual reporting sites about,

well, how do you go about identifying cases and to
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say, well, you know, you can go to your PAD, your
Patient Administration Division, and say, "I need to

know all the patients that were discharged with these
ICD-9 codes because | have to report it to the tri-
service thing. And, by the way, | need to know all of
the patients who had | aboratory val ues that were these
kind of serologic results because | need to report
themto the tri-service."

So what it does in a way it kind of
stinmulates the reporting sites to begin to think about
how are they going to capture data, not the easy data
of the patient hospitalized and discharged, but the
harder data of out-patients, and those are a coupl e of
di fferent routes.

Part of those routes are through the
| aboratory system Part of them are through the KGADS
system the ADS system for whatever value that nmay
have at an individual site, and to begin to think of
ot her ways of capturing data.

COL. RUBERTONE: If | could address the
anbul atory data, we also get the anbulatory data int
he --

DR OSTROFF: Could you identify yourself?

COL. RUBERTONE: Sorry. Mark Rubertone at

the Army Medical Surveillance Activity.
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W do get the anbul atory data, and we have
| ooked now for a nunber of years at the feasibility of
using that to look at the conpleteness of reporting
because we understand the surrogate neasure of in-
patient hospitalizations.

There's a two-fold problem The first and
main one is that there's no level of confirmng a case
in the anbul atory data system So suspected cases are
given the diagnosis that they may end up B or not B.
So it would be hard to conpare agai nst that.

And the other and nore troublesone is the
accuracy of the data. Currently in the anbulatory
data system there are about 1,600 cases of anthrax
that have been di agnosed.

DR, OSTROFF: | npressive.

(Laughter.)

DR OSTROFF: You have a problem

COL. RUBERTONE: Huge out br eak. Now, we
realize that these were diagnosed at inmunization
clinics and very likely were or absolutely were
i muni zations, but that's just one exanple of how we
would be really finding fault with the reporting sites
on their conpl eteness of reporting when it may not be

true.

And even though 60 percent, 1| think, is
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also good, we're held to a very high standard in the
mlitary, and that has three digits: 100 percent
reporting. So they really want all sites to have 100
percent reporting, and if you conpare, if your gold
standard is tarnished, then you have a little bit of a
problemwi th that.

DR OSTROFF: Can | ask Captain Yund to
conment about the delays or the lag tinmes in data
reporting?

I mean, even in the public health sector

two years would seemto be a little bit on the |engthy

si de.

(Laughter.)

CAPT. YUND: | think that certainly there
are sonme delays, but | don't think the delays in

reporting are what are responsible for the | ow nunbers
in the Navy, and I'Il |let Dana conment about the Air
For ce.

I think that what's responsible for those
| ow nunbers is low, very | ow conpliance with reporting
out there with the data conming into the EPMJs.

There have been sone other problens where
a few breakdowns where the data has not in the past
al ways gotten forwarded past NEHC, and there have

been a nunber of things that | thought were being
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wor ked on or being fixed, but this obviously show ng
that we haven't identified -- we haven't fixed the
problem but | don't think it's delay. | think it's a
conpl i ance i ssue.

DR. OSTROFF: Dr. Berg.

DR BERG Yeah, | thought Col onel Baker
was being a bit diplomatic when he described it as a
delay. Sine we have Captain Bohnker here who is from
NEHC, | would wonder whether he might be willing to
say a few words as to what NEHC hopes to do to inprove
this process.

(Laughter.)

CAPT. BOHNKER: | don't know that | would
speak for NEHC. | can tell you what |'ve been working
on. A great thing; been there two nonths. You can
under st and t hat.

(Laughter.)

CAPT. BOHNKER: What would you like to
hear about? Y2K? Wuld like to hear about the
| NFOSEC problem with the zip files which are being
del eted fromour processing systemas they bring it up
from the ships in the EPMJs, which creates -- which
del etes the data?

There's lots of information, | ots of

problens there that we're working on right now, and I
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can't tell you howto solve it. |1'd be happy to bring
it back and give you a presentation next tine on that
whole topic if you'd like. A fascinating area.

We have the sane top three in ternms 'of
chl anydi a, gonorrhea, and NSU, is our top three. Qur
nunbers actually -- | think it's actually a Y2K i ssue,
why it went down in 2000 because it came back up in
2001. W had to get the conputer program Y2K
conpliant to be able to use it on the ships.

There's a couple of issues that really
bring this problem because in the Navy we have to be
able to run our systemon ships with 200 people on it
and a first class petty officer. Okay? Just like
Bet hesda Navy Hospital, in order to make it work in
the Navy, it's got to be a first class petty officer
on a frigate in the niddle of the ocean, and he has
all of the capability in terms of nedical departnents.
Bet hesda does, and he has individual reporting
requi renents that comes from himto the EPMJs and on
up to there.

We drive a lot of our systemthat way. W
still have sonme big issues in reporting we get to work
on, and we're working on them a fascinating area.

DR OSTROFF: Let nme gothis side first.

DR. HERBOLD: John Herbol d.
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If you could help clarify part of this for
me, on the hospitalization data, it's a matter of
timeliness ver sus conpl et eness because 1%
understanding is that eventually all of the discharge
di agnoses are gat hered sonewhere.

Lt COL. BAKER Yes, they are.

DR HERBOLD: So the hospitalization data,
it's a mtter -- it's how soon you find out about it
so that you can do sonething about it rather than
having to wait a year to get the tapes.

Lt COL. BAKER Right. Let ne see if | can
answer this. Qur conpleteness and tineliness analysis
is done six nonths after a given period. For exanple,
our January to June conpleteness reporting we wll
actually do in Decenber, and it will be a | ook-back
kind of exercise to say to the site, "You know, we've
finally gotten in all of the hospitalization data. W
know when the patient was hospitalized, the date of
onset. W know what day you reported it, if you did
report it, and now we can |ook back and say that of
the 30 cases that you should have reported to us, you
reported 20, got a 66 percent, and of those 20 that
you reported to us, one portion was reported within a
week of discharge.

Anot her portion was reported

within tw weeks of discharge,” and that kind of
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cumul ati ve percentage we can do.

So that we give a kind of assessment at
the local level at the reporting site as to what
they're doing, and that gives the opportunity to the
preventive nedicine officer to ook at the processes
and systens that the preventive officer has in place
to determne if they' re functioning.

Does that answer?

DR. HERBOLD: Well, if you can help ne
just a little bit because it's been |like 15 years sine
I've had hands on on this, the information at | east
for the hospitalized patient is being collected at,
say, the registrar's office, and so it's captured at
sonme point in tinme, and for sure it's captured by the
time the patient is discharged.

Lt COL. BAKER  Correct.

DR HERBOLD: And so the question there
seens to me nore it's a matter of process of how many
different bean counters are going to be included in
getting the information and where it's chopped to,
right?

Lt COL. BAKER: Right, and the approach is
for the preventive nedicine officer to go down to the
bean counter and say, you know, "This week can you

give ne a listing of all the people that had these
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I CD-9 codes?"

DR HERBOLD: And that's a solvable
probl em

Lt CO.. BAKER: Sonme places have it very
easily -- have it very well handled. For exanple, out
at Tripler, Ed Tanaguchi and Colonel Wssernman get
regul ar reports fromthe PAD people through their CHCS
gurus, and they enter that data, and they typically
are always at 100 percent.

And ot her places are not able to interface
as easily with their reporting systenms to their PAD
office, and that's part of training and educati ng.

DR HERBOLD: Ckay. Well, can you tell ne
then how the anbul atory data is collected in 2001? |Is
that collected electronically or is that still all
paper ?

COL. RUBERTONE: Both. At the clinics, in
col | ected

sone clinics they're bot h. It's

el ectronically. It's entered electronically, and in
some places it's entered on paper.

It then goes to a central place within the
hospital where it's converted into an electronic file,
and nmy understanding is that it goes off to -- | can't

remenber where it's at, Mark.

DR. HERBOLD If I could interrupt, |
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think what you're talking about is it's believed that

all of the anbulatory visits within the mlitary
treatnment facility enterprise end up in the central

anbul atory data down to the level of the troop nedical

clinic.

So below that level, at battalion aid
stati ons, aboard sonme ships even in deployed
situations, we don't get that data electronically. It
remains as a paper based record. | think that's what

your question was.

But above the troop nedical clinic, we do
get that data, and are you asking why there's a
redundant system why we have a reportable event
system if we have these other electronic nethods of
receiving data?

DR. HERBOLD: Well, one thing is if you're
capturing it in the hospital setting electronically,
yes, |'m asking why can't that be disbursed where it
needs to go.

COL. RUBERTON: It's tinmeliness. Ri ght
now on average our in-patient data record takes
approximately three to four nonths before we see it in
the defense nedical surveillance system at a central
surveillance |ocation, and that's because the chart

has to be reviewed by a nosol ogist. It has to be
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signed off by the health care provider.
It then churns through the system Most

of these systens kind of work on a nonthly basis. |

will say that there's efforts to inprove that, and |
do feel that in the near future that will be down to
maybe within 30 days we'll hear about it and maybe

even very tinely the next day or so.

When that occurs, we can do away with a
reportable event system because there's really no
reason to have that redundancy, but right now it's
tineliness.

We hear about cases of malaria in Korea
the day after they happen, whereas if there was a
hospitalized case, it would take three or four nonths
for us to hear about it otherw se.

DR OSTROFF: Tinme is running dear. Let's
just take two nmore quick questions, and then we'll
nmove on to the very inportant conflict of interest
training so that we can then go to |unch.

DR. SHANAHAN: Ckay. Denni s Shanahan.

One question | had is | notice on injury
that you're collecting only environnental exposure.
I'd like to know why you excluded other forns of
injury.

And the second question | really have is

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701

(202) 234-4433 www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

176

related to bias in your relatively slow sanpling rate.

For instance, it's very clear that your top three are
not based upon hospital data, that you are getting a
certain anopunt of anbulatory data in there as well,
but it's clear to nme that there's a lot of selection
bias going on in what you're getting and how you deal
with that.

LtCOL. BAKER |I'mnot sure that -- let's
see. How do we deal with selection bias?

Well, it is what we have, and we try to
enhance conpl eteness of reporting, and |I'm not sure
how to answer that.

DR. SHANAHAN: Well, basically nmy point is
how do we know that we're not just seeing the tip of
the iceberg in your first three.

Lt COL. BAKER. W are.

COL. RUBERTONE: Ri ght . W don't know
that definitively. W can |look at the anmbulatory data
record and say how nmany cases of chlanydia were
di agnosed, and we have done that. And in sone cases,
sonme |l ocations the conpliance is actually greater than
60 percent of what we see, and those tend to be the
cases such as Madigan and Fort Bragg where they have

centralized STD clinics, and they have very good

reporting.
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In other places it's much |ower than 60
percent because it is nore decentralized in how it's
treated.

So you're right. In terns of the
conpl eteness reporting, we use the in-patient data as
a surrogate. It's our best neasure, and we feel that
that if nothing else has inproved upon the reporting
of even out-patient conditions because you can see how
the nunber of reports have increased.

On your first question, which was -- which
i s escapi ng me now.

DR SHANAHAN: Traunatic versus --

COL. RUBERTONE: Right. That was not an
easy decision, but a lot of it canme down with the
criteria for including the different conditions as to
was this sonething that was truly preventable. Ws it
sonething that the preventive nedicine comunities in
the services had visibility to?

You know, if you want to make carpel
tunnel syndrone reportable, you've burdened the PRIMS
(phonetic) and the occupational health clinics with a
lot nore effort to gather all of that data from the
different sources in order to report it.

So the services nore or less went with the

comuni cabl e di sease nmodel with some other nmilitary
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i nportant di seases, the heat and cold injuries.

DR. OSTROFF: Dana, very quick, and then
Dr. Zinble, and then we'll go on.

COL. BRADSHAW |I'IIl try and be quick if |
can, but I'm trying to go back and catch a lot of
t hi ngs.

There an 1O PC, which has been presented
here, that's working on injury issues, but there's
also the safety comunity where we have an
epidemologist in the Ar Force at our safety
comunity, and they at |east get reported there.

And then disease, non-battle injuries are
included in several categories there, including MWAs,
et cetera, et cetera. | just wanted to speak quickly
to the Air Force issues and sone of the global issues
about reporting.

As everyone is aware, passive reporting
systenms, which these are, are very sensitive to the
enphasis that's placed on them | think the Arny has
done a very good job at enphasi zing and doing a | ot of
feedback to the field and putting a | ot of enphasis on
their reporting. And | think that's largely why |
think they' re getting, you know, good reporting rates.

In the Ar Force, 1've kind of felt

convi nced because of sone of the problens that have
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been di scussed here that we want to go to as nuch as
possi ble for those for which it applies doing active
| aboratory based surveillance so that we kind of skip
the human factors in between if we can, and then get
to a better data set.

But there are sonme other problems wth
that, and when | got to GEIS, that's one of the things
I want to try and followup on, and | know Joel and
them have al ready been working on that.

Sonme of the issues about the Air Force
reportabl e incidence surveillance system and where we
are, and Mark can confirmthis, but | know part of the
problem with our system part of it is lack of
enphasis, but secondarily it was also that | think
when we changed over to the agreed upon data set, that
one of the requirenments, for instance, confirnable
reportable event, that we weren't doing that good a
job at getting the confirnable.

And so then it doesn't show up. So if you
don't confirmit, then it doesn't go into that, you
know, reporting set. So a lot of that rise, | think,
has been FIERA (phonetic), trying to get the
confirmabl e and sone other issues taken care of, and
so that's part of where we're coming from | think, on

the Air Force side.
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Lastly, there are sonme things that

clearly, like the sexually transmtted disease, our
clinicians remenber and they report fairly well. |
presented earlier in February, | guess, of this year

about chlanydia for the Ar Force, and about two
thirds or even up to 70 percent of our chlanydia we
can match to a laboratory test.

So sone of those things we do pretty good
on, but if it's shigella, if | renmenber a couple or
three years ago when | was at DVMSS, maybe one percent
got reported. So obviously we've got problens
el sewhere.

DR OSTROFF: Very quick, Dr. Zinble.

DR ZI MBLE: Yeah. I would just like to
say that, first of all, | want to conplinent you for
what you've done. | was fleet surgeon in the Atlantic

Fleet in 1983 to 1986 when there was nothing, and
there was no way | could advise my CINC on any kind of
intervention because | didn't know what to intervene
W th.

So sonething has happened, but it really
is a systems problem and it's an unstable
environnent. The platforns nove. The people nove.

Keepi ng them educated and mai ntaining a discipline for

reporting is a very Hercul ean task, and what we need
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is to urge Departrment of Defense to get on with what
Dr. DeBlanck had been advertising for years, is the
PI C

If we get to the point where there's a
chip that every serviceman wears and data gets entered
onto that and that data gets entered into the system
then it's part of the routine business of taking care
of the troops that's going to get the information
delivered, and the feedback is essential. |If there's
not good, adequate, fast feedback, it's neaningl ess.

And 1'm delighted to see that you have a
report. I don't know how many people read it. |
don't know how nuch they can get out of it. If you
can't regionalize the data, then it conmes back.

But this may not be nmuch, but it's a |ot
conpared to what things were |like 20 years ago.

DR OSTROFF: | agree. Thank you for the
presentati on.

DR ZIMBLE: You're wel cone.

DR. OSTROFF: Let me just point out for
t he Boar d t hat Col onel G bson's presentation
concerni ng JP-8 because of the changes in the schedul e
we won't have tinme for, but the handout is in the

briefing material s.

W're going to nmove on to M. Criss from
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the Arny JAG Ofice to do the conflict of interest.

MR CRI SS: Vell, I'm Charlie Criss with
the Arny Standards of Conduct Ofice, and |'m an
ethics attorney.

And you presented ne a real challenge, an
attorney presenting this topic in about a mnus tw
m nut es, but --

DR. OSTROFF: No. W're not hungry yet.

(Laughter.)

MR CRISS: | can do this mnission.

DR OSTROFF: And his material was in Tab
4 in your notebook.

MR CRI SS: It is in Tab 4, and there's a
couple of high speed outlines in Tab 4. So actually
if I don't say anything and you would | ook at those
last two outlines and study those, take that home as
homewor k, then you'd know everything that you really
need to know.

But what | want to talk to you about is
the one topic that would prevent you from serving on
this Board, and that's conflicts of interest, and
before you serve on the Board you fill out that OGE
Form 450, in which you list your assets, liabilities,
transactions, and things like that, and then that goes

to me with a copy of your resune and what it is that
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And then | review that in
Rick, and we just kind of spot check t
there nmight be any conflicts of interest.

So if there are, then it's
you would serve on this Board. Now,
coupl e of nechanisns by which we can
around so that if it's so inportant that

this Board in light of that conflict of i

183

junction with

hat to see if

unli kely that
there are a
change things
you serve on

nterest, then

we can neke that happen possibly in conjunction with

the O fice of Governnent Ethics.

But let ne start at the begi
to be real quick. On that first outli
i nfornmati on paper, the only thing | want
there is that you're a little different
us in the room
subject to the standards of conduct

branch enpl oyees, and those of us who

are also subject to those. But you

nning and try
ne, the first
to point out

than nmany of

Those who are wearing the uniformare

for executive
are civilians

are speci al

gover nnent enpl oyees, and as such, you're al so subject

to the restrictions, but to a | esser degree.

And a special governnent

enpl oyee is

soneone who is serving for the governnent during sone

12 consecutive nonths, for a period of

days. So think of it as a tenporary
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that's what you are.
And | understand that you're all serving
here gratis, nore or less as a volunteer wthout

conpensati on. And for that reason also you're
speci al .

Now, | want to go into the second outline,
and that's the one that really talks about conflicts
of interest, actual conflicts and the appearance of
conflicts.

And on the appearance of conflicts, kind
of think of it as what would Joe Taxpayer in Peoria,
Illinois think if you, for instance, were enployed by
a vacci ne manufacturer and you cane in here to work on
a particular study in regard to a vaccine or an
ant hrax sonethi ng or ot her.

The recommendation that you might nmake in
that study in this Board, if it were to have an i npact
on your enploynent, if you were able to recomend to
your fellow Board nenbers and sway the Board that
what ever the recomendation it is that you' re making
woul d have an inpact on your private enploynent with,
let's say, Eli Lilly or Pfizer, and because of that
recommendation the federal governnent would say, "W
li ke that. We'll go that way, and we'll award that
vacci ne

contract for t hat vacci ne, t 0o, t hat
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manuf acturer," which is your enployer, then not only
would Joe Taxpayer in Peoria, Illinois think that
there's sonething strange about that, but there would

al so be an actual conflict of interest.

So that's the kind of things we're |ooking

at when you fill out that OGE Form 450.
The last outline is -- and this would
really, | think, be the nopst benefit to you -- is take

that outline hone because it tal ks about when you go
through that 450 Iine by line, here's the things you

want to | ook at.

That will prevent rick fromhaving to kick
back -- after he sends nme the OGE-450, but he's real
good. He's looking at these things before he seven

sends them to ne, and he's catching a lot of these
om ssions and sending them back to you before they
come to our office.

But if it conmes to our office, if there's
sonething that needs to be corrected or additional
information or what did you nean by this, then 1'II
kick it back to Rick, and Rick will Kick it back to
you, and then you'll need to flesh out whatever it is
t hat we're seeki ng in regard to addi ti onal

i nformati on.

So that last outline that talks about
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speci fics concerning what goes on the OGE Form 450, |
t hi nk, woul d be the nost hel pful for you.

On that second outline, that second
informati on paper regarding -- |'m sorry. The first
one that talks about what is a special governnent
enployee. If you'll change -- there's a typo on here.
On those four subparagraphs, A through D, at the
bottom | think it is, that talk about 10 USC, 10 U. S
Code, change that from 10 USC to 18 USC.

Those are all crinmnal statutes, and
Congress was concerned about anyone who has a conflict
of interest, for instance, and deals in their capacity
by service on this Board, for instance, wth a
financial interest that they or a nenber of this
househol d have on the outside conmmits a criminal act.

And you really don't need to be expl aining
in a federal courtroom why your service on this Board
was dealing in self-interest for what you deal in the
outside. And | know that npbst of you are serving in
academ a, but we also have a couple of people, as |
understand, on foundations. we even have sone federal
enpl oyees that serve on the Board. And for those
individuals that's not a concern.

But for the rest of you who are really

speci al governnment enpl oyees, it is. So --
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DR OSTROFF: Can | ask just out of

i gnorance - -

MR CRISS: Yes, sir.

DR, OSTROFF: -- what happened to C? It
goes A, B, Db E. Was there one m ssing?

MR CRISS: No, that's yet another typo
that | didn't even catch. Thank you.

But those are the four subparagraphs |
want you to change from 10 USC to 18 USC

So really the two things | wanted to cover
today, conflicts of interest, what they are, you'l
find that in your second informati on paper.

And secondly, what do | really need to put
down on that OGE Form 4507?

And the last thing | want to say about
that is Rick is having you do new 450s now , and the
technical deadline for that, filing of those in the
federal government is 30 Novenber. But if you can
have those in before that, you're just ahead of the
ganme, and that will just save everybody a | ot of work.

I"'m sorry | don't have nobre tine to go
into this, but are there any questions, particularly
about conflicts of interest?

LT. CO.. RIDDLE: I just forwarded

everybody a package, and we're trying to nake it just
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as absolutely as easy as possible. So you should have
got a form a disk that has a fillable PDF file, and
an Excel spreadsheet on it. Wth the Exce
spreadsheet you can save your information and update
it fromyear to year.

We're required to do it in Septenber, at
the tinme you're appointed in Septenber of every year
and when you're reappointed. So you may actually have
two of these in a particular year, but if you save it
on that Excel spreadsheet, on that disk and we've got
the infornmation that we can fill out filled out on
there, then that will make it that much easier for you
totry to sinplify those processes.

DR. SHANAHAN:. They sent it out already?

LT. CO.. RIDDLE: Yes, sent it out --

DR. LANDRI GAN: Mne just cane in
yest erday.

DR SHANAHAN: Okay. Well, the mail is a
little bit behind. Ckay.

DR. OSTROFF: If | can just nmake one
conment, there were several very valuable nenbers of
the Board that were extrenely dedicated to Board
activities, that when they were nominated and approved
nenber s wer e not

to be Boar d working for

phar maceuti cal conpanies and then went into enpl oynent
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wi t h pharmaceuti cal conpani es.

And | think it was somewhat traumatic for
Marc LaForce, in particular, to then have to have
these individuals renpved since they had provided such
valuable input in terns of many of the things that we
were dealing with.

I don't know. Was that sonething new that
came up or has this always been the policy?

MR, CRI SS: That preceded ny time in the
office. What | understand, and let me answer it this
way, | understand that you're focusing on three areas:
the OSHA type things, the health naintenance, and
then the di sease control.

And we're really nobst interested in the
di sease control of what you do and particularly the
vacci ne manufacturers. So it would probably be a show
stopper if we would have sonebody enpl oyed with one of
the vaccine manufacturers that was going to serve on
t hat di sease control aspect of what the AFEB does.

Now, I"ve talked it over with ny
supervi sor, and we handle the Arny Science Board, for
instance, a little bit differently than this, and they
also fill out 450s, but it's a nuch larger Board,
about 100 people, and they have topics that are

assigned to themas you do, and |'ve seen sone of your
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reports at |least on the Wb site.

But whenever they are assigned a topic at
the Army Science Board, we ask to see the terns of
reference on that topic, and then we l|ook at the
i ndi vidual s who have been asked to tackle that topic,
and then we look at the 450s, and we kind of match
that 450 up with the terns of reference to see if
there's any conflicts of interest.

For AFEB nenbers, ny boss has said that
we're really just interested in the vaccine aspect of
what your business is, and in regard to that, we're
really going to | ook at your enpl oyer.

So the 450s that |'ve seen with that 2292
that has been sent to nme, no one has been enpl oyed by
a vacci ne manufacturer. So it hasn't even cone up.

But | think were that to happen, what we
could look at, sir, is if something occurred like that
in the future. Then we would |look at what we call a
208(b) (1) waiver, which in essence says that this
gentleman is so inportant for what he knows to the
defense of the nation that it's nore inportant that
the United States governnent mine his know edge on
that particular topic than it is that he works for
vacci ne

t hat vacci ne nmanuf act urer because that

manuf acturer is the only one that can manufacture this
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vaccine, and he's the only scientist that has the
expertise that can nake it happen.

So if there's something like that, it's
possible to wicker a waiver up to get an exception,
and in the entire Arny last year, there were only
three of those done. In the entire Air Force, to ny
know edge, there's only one done. So it's kind of a
rare animal to do one of these 208(b)(1) waivers, but
it's possible, and we'd definitely look at that.

DR. OSTROFF: Davi d?

DR ATKINS: [|I'mat a federal agency, and
our approach, ny wunderstanding, has been slightly
different. | run a federally supported panel, and we
have nmenbers -- we have one nenber from industry, but
we view conflict of interest on a topic by topic
basis, and so we haven't prohibited him from serving
on the panel, but we recognize that if a specific
topic cones up where his enployer is involved in
producing a product relevant to that, that he has a
conflict of interest. He declares it. He recuses
hi msel f fromvotes on that.

And |I'm wondering if that kind of option
i s possible. I think clearly we would all recognize

that sonmeone enployed by Merck or the mmker of Lyne

di sease vaccine would have a conflict when the
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question is should the Arny be vaccinating routinely
for Lyne disease.

But their expertise could be very val uabl e
in other infectious disease guidance where the
conflict of interest is nmanageabl e.

MR CRISS: That raises two things. [1'lI

answer it this way. I think in that situation the
appearance of the conflict would still be there, and
it wouldn't -- for Joe Taxpayer, again, in Peoria,

Illinois, who doesn't even recognize the difference
between a Marine Corps uniformand an Arny uniform it

woul dn't make any difference. This person is sitting

on that panel, participating in discussions, but
saying, "Well, | can't talk about it. | can't nmake a
recommendation on that one." So | think the
appearance would still be there.

The other thing is that it's still up to

the individual menber to recogni ze when the conflict
is, and that appears at the bottom of the first
paragraph on that what is an SCGE

It says ultimtely it's up to the
i ndi vidual nenber to recognize that there mght be a
potential conflict of interest.

And renmenber we're talking crimnal

statutes. So you don't want to do anything that can
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cross the line, cross the line into crimnality and
wind up in a courtroom

So when | say it's ultinmately up to you,
when the situation cones forward and Ri ck says, "Well,
let's tackle this study. Let's have this subcommittee
tackle this study," and if you're involved in

sonething on the outside or a person with whom you

have a relationship, i.e., your wife or a child or a
significant other, which is inputed to you -- their
financial interests are inmputed to you -- if you

recogni ze that conflict of interest, then tell Rick,
and Rick can say, "Let ne call Charlie and see if this
is going to be a problem™

But it really rests wth you as to
determine do | have a conflict, and what |'ve tried to
do is point out the areas of the conflict with that
i nformation paper so that you'll see the red flag when
you address that issue before the Board, and if the
red flag goes up, get hold of Rick and he'll know to
get hold of nme, and we'll try to figure out which one
of about five renedies are available to work around
t hat .

Yes, sir.

DR BERG Bill Berg.

Just out of curiosity, you said there were
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very few waivers. Is that because very few were
requested or because there's a very high bar?

MR CRISS: | would say, sir, because very
few are requested, and when | talk about five various
renedies to get around this, the nost frequent that we
see is just a disqualification statenent which
typically says, "I hold stock in General Electric,
Pfizer, Mer ck, and Verizon, and therefore, i f
sonet hing conmes across ny desk as an official nenber
of this Board to act on concerning any one of those
entities, then I'"mjust not going to act on it.

So in nost cases, see, we can allow that
enpl oyee, having disqualified thensel ves from what ever
it is that they've listed, to go ahead and do their
federal function and let their XO or sonebody else in
the office handle it.

But | think it's a little tighter in
regard to the AFEB because what you're going to have
is a single scope study, and if you have a conflict
wi th whatever you may own or have sone interest in or
your enployer that conflicts with that study, then a
disqualification statement, if it were to say, "WllI,
I'"'m not even going to participate in that in ny
official capacity," then the effect of that is that

you can't serve on that study.
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So a disqualification may not really be a
viabl e avenue, and we may have to then seek the
wai ver, and | think you have the advantage here about
being the AFEB because you are such a body of
expertise that's so rare out there that you're willing
to donate that expertise to the governnment, that a
wavier in that regard may be for this body a remedy
that we nmay wish to seek rather than the average
enpl oyee who can rely upon an XO or a deputy or
soneone el se to handle that matter.

DR OSTROFF: Let me just thank you very
much for com ng.

W're eating into eating tinme. So | would
propose that we nove forward with lunch, and I'Il turn
it over to Rick.

LT. COL. RIDDLE: Yes, probably the best
option is probably just the cafeteria of the Uniforned
Services University. And | know Ben or other folks
who know, three's a McDonal d's or sone other fast food
over at the Naval Medical Center or anywhere in the
ar ea. The only thing, if you go off, you've got to
get back on, and that's going to nake it tough.

And al so, for the tour, make sure that you
sign up as you leave if you haven't already because we

have to turn those over to Security at lunch. So you
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probably won't be able to sign up after you get back.

And the sheet is out with Lisa outside.

You can wal k over to McDonald and over to
AFES (phonetic) and still be on base, but the
cafeteria over the school is a good option.

MR CRISS: Well, | look forward to com ng
back once again for the annual training and having a
full 20 mnutes to address conflict of interest.

(Laughter.)

MR, CRISS: Thank you.

DR OSTROFF: Adjourned until 1:30.

(Wher eupon, at 12:21 p.m, the neeting was

recessed for lunch, to reconvene at 1:30 p.m, the

sanme day.)
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AF-T-EERNOON S ESSI1-ON

(1:38 p.m)
DR, OSTROFF: I think we'll go ahead and
get started with the afternoon session. I think
al nost everybody is back from |l unch.
And the afternoon discussion wll start

with the issue of one that the Board has a |ong and

tangl ed hi story, and t hat rel ates to t he
unavai lability of the adenovirus vaccine, and in
contrast to some of the issues of discussion fromthis
norning, there is a specific question that is before
the Board, which is essentially to | ook at non-vacci ne
interventions that mght be used during the interim
tinme period when the vaccine is not avail abl e.

And we will begin the presentations wth
Col onel Di ni ega.

DR DI Nl EGA: Good afternoon. This is a
subject, as Dr. Ostroff said, that the Board is very
famliar with and the Board has been very helpful to
the services in shaping the policies for the use of
t he vacci ne.

Didn't learn fromthis norning.

As those of us who have been with the

Board for several years know, the AFEB has been very

instrumental in meking reconmendations to the services
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concerning the use of the adenovirus vaccine, and in
fact, the services decided at the service |level to use
it, and Arny, Navy, and the Marines have been using it
in their recruit training canps.

And at the very beginning it was a
seasonal ity based use, and then eventually it becanme a
year round use.

The production of adenovirus vacci nes Type
4 and Type 7 in oral product ended in 1996, and as the
Board nenbers are fanmiliar, the manufacturer had
requested financial assistance in order to continue
with the production of the vaccine, and the noney was
never appropriated to assist the manufacturer. So the
decision to end came in 1996

The remaining supplies were extended.
Expiration and shelf 1life was extended based on
potency tests. Type 4 vaccine ran out in 1998, Type 7
in 1999, and since 1999, based on the surveillance
programs, ten to 12 percent of recruits annually
becorme ill with the adenovirus vaccine

There have been several outbreaks, and the
Board has heard about those adenovirus outbreaks in
recruit training canps, and this past year in the
sunmer of 2000, two deaths occurred at the Navy

Training Center at Great Lakes.
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W got a little bit of an update on the

procurenent efforts from Captain Yund, but in 2000 the
Medi cal Research and Materiel Command sought new noney
and was given some $12 mllion to shore up that
effort.

In 2001, the announcenent for a request
for proposals was put out, and several conpanies
applied, and as you hear earlier, MRMC is ready to
award a contract shortly.

Once the award is nade, | amtold by M.
Bill Howell, who has been heading the project up at
MRMC, that because of sone technology transfer
coordi nation, they expect it to take only five to six
years for FDA approval and full production.

The question is on the handout that | gave
you. Copies of ny slides are on the back side of the
questi on.

The Board is being asked by Health Affairs
to review known and suggested non-vacci ne nmethods to
mnimze and/or control transm ssion of adenovirus,
and it applies to other ARDs as we all know, and to
also recommend potentially effective non-vaccine
net hods of transm ssion and control.

In the past, as we tried to deal with the

| ack of vaccine, we have | ooked and the services have
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| ooked and di scussed anmpngst ourselves admnistrative
nmet hods, and they have ranged from head to toe type of
arrangenents, open wi ndows in the bay.

I remenber way back in the late '90s when
I was doing basic training at Fort Od in the fog
area, we had fog in our 50-person beds because we
weren't allowed to close the w ndows. And the fog
rolled in every norning, cleared up by ten o'clock,
and so those sort of things were sort of known to
maybe hel p, but we were never sure.

So the Board is asking to assist the
department in reviewing the literature, |ooking at the
scientific data, and making recommendati ons for non-
vacci ne nmet hods of control.

Any questions?

DR. OSTROFF: Thank you, Col onel Diniega.

Let nme, before we nmve on to Colonel
Qunzenhauser, let ne just nention that Dr. Larry
Anderson, who is the Branch Chief of the Respiratory
and Enterovirus Branch in the Division of Viral and
Ri ckettsial Diseases at CDC, is here for this session.

Larry, he's been at CDC longer than |
have. So, Larry, if you want to conme up to the table,
pl ease feel free to do so. There are several open

chairs, to hear the discussion.
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Ready?
COL. GUNZENHAUSER: Can you hear ne?
Ckay. It sounds good.

| appreciate the opportunity to talk a
little bit about respiratory disease and sone of the
interventions, at least the experience of the Arny
with these interventions to try and control ARD, or
adenovi rus.

Really, first of all, | want to give
credit up front to M. Terrence Lee, who's sitting in
the back. He works up at CHPPMin the Di sease Control
Branch, and he put this slide set together, did quite
a bit of work, and handed it off to nme, and |'m doing
the presentation for the Arny.

I have sone background with this. I was
the Respiratory Disease Control Program Oficer back
in '88 to '92, when we had quite a few outbreaks, and
have had a longstanding interest in respiratory
disease. So | was glad to give this presentation to
you all .

Next slide, please. Oh, it's ne.

Ckay. Really what | want to do is give a
little bit of background because | think as the first
I'd like to give a little bit of

present er

perspective, at least ny own personal/professional
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perspective on this opportunity and challenges we
have; review, sort of give a franework on what sone of
these interventions are; talk about sone experience
we' ve had, what our policy is; and give the results of
a survey that M. Lee conducted, and you can sort of
see where we're at in the U S. Arny.

Okay. Now, the first slide that | put up
here, | know this is pretty basic, but often in
epi dem ol ogy, particularly with communicabl e disease
control, | think it's very good to go back to
f undanent al s.

One of the things that dawned on ne after
I had worked with respiratory disease control for a
nunber of years was, first of all, we've been
i mensely successful. I nean, that's sort of the
starting point in the '90s, that the serious disease
is influenza, tuberculosis. That was a huge problem
in Wrld War |. Meningococcal disease, streptococcal
di sease, acute rheumatic fever, atypical pneunonia,
finally adenovirus, and other things were trenendous
probl ens.

And so the scope of the problem we're
|l ooking at today is pretty small, but realizing that
we have had a step backward nakes this very inportant

because it's heading in the wong direction.
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I throw this up here because what it
dawned on ne is that for all the nodes of disease
transmission the two that we're tal king about are the
top two, and as |'ve reviewed the literature and been
involved with people to try to effect control
measures, we're not really clear about which of the
first two we're often talking about, whether it's
really an airborne agent or a direct person-to-person
type of transm ssion.

So you'll see people doing hand washing,
trying to prevent person to person, or they'll be
tal king about air filtration or cleaning the air,
which is really an airborne.

And what it really speaks to is our |ack
of knowl edge on very fundanental aspects about
respiratory disease transmi ssion. There's quite a bit
of information out there suggesting one way or
another, but from ny point of view, we're sort of
groping in the dark because we don't really know
exactly where or how the agent is transnitted.

The other part here -- | realize |
probably should have set up a tw dinensional
matrix -- is that for the other nodes of transm ssion,
we by and | arge have what | consider environmental or

personal hygiene nodes for preventing them And so
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even though if you think about the vaccines that are
in the Anmerican inventory, nost of them are targeted
towards respiratory disease, neasles, nunps, rubella,
varicella, pneunovax, and you go on and on, influenza,
adenovi r us. There's only a few of them that are
really | ooking at fecal -oral.

Sone of themlike typhoid we don't have to
use because we've got nultiple barriers that protect
the health of American citizens.

So if you think -- one way to think of
this is that we've got the non-vaccine or the
environnental sanitation hygi ene approaches, and then
we have the agent specific vaccine or other biologic
approaches to prevention.

And we've been very successful by using
the forner neasures in the bottom five categories, by
and | arge, whereas with respiratory di sease, we have a
virtual total reliance on vaccines or biologics in
preventing di sease.

I know that's not conpletely true, but
that's just sort of ny personal perspective, and what
| see is that we're in a position now where we're
trying to study adenovirus nore thoroughly, of trying
f undanent al

to under st and sonme of t he nor e

epidemologic factors that are key in perhaps
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devel oping strategies that work in that formal area.

I know that sonme of you, many of you
probably are familiar with the work of the conm ssions
over the years. The conmissions that cane up in the
"40s, there were really four that worked largely in
respiratory disease are. One was the Conmi ssion on
Acute Respiratory Disease. John Dingle |led that one,
| believe.

There was a Conmission on Airborne
Infections, a Commission on Pneunpnia, and also a
Conmi ssion on Meningococcal Meningitis, and all of
them did very interesting work in very different
areas, and a lot of that work is hidden away. I know

it's witten in reports, and the sumary, the Textbook

of Mlitary Medicine, a book that has to do with the

history of the conmissions, refers to studies and
findings and things that | can't find published, at
least not in the open literature. | presune it's
sonewhere, but there is a tremendous history of
efforts back in the '40s and '50s and '60s to prevent
respiratory di sease transmi ssion.

O course, the Commission of Acute
Respiratory Disease was at Fort Bragg. Al exander

Langnmuir was a nmenber of that team They really study

what eventually we recognize as adenovirus, and that
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was one of the main things that they |ooked at there
at least in 1943.

The scope of their work was pretty broad,
at least this one particular conm ssion. And really
what we're talking about is prevention and control
measur es.

I really don't have time to go through,
you know, the many things that they did. There's a

brief sumary for those who would like to look at it

in the Textbook of Mlitary Medicine that just points

out -- it's about six or seven pages -- all of the
maj or findings that came up through that work, many
things that didn't work, by and large, sone things
that had a marginal effect.

They were trying to purify the air.
d ycol vapors, sone papers seened to show that it had
There's ot her

a 15 to 25 percent protective rate.

people that have wused wultraviolet filtration in

preventing nmeasl es transm ssi on in pediatric
popul ations, et cetera.
Gling of floors and bedding. Thi s had

trenendous appeal to the nmilitary because it created a
very disciplined environment where there was no dust
around, and they loved it for that reason, but it

seemed to have had a marginal effect on preventing
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transm ssi on.
DR OSTROFF: What did it do to injuries?
(Laughter.)
CAPT. SCHOR  Ethyl ene glycol is now known

to be a testicular toxin.

COL. GUNZENHAUSER: Exactly. A good
reason to abandon.

(Laughter.)

CcOL. GUNZENHAUSER: But oiling was

attenpted, and particularly with streptococcal disease
it did not have any effect on preventing it in certain
studi es.

Doubl e bunks were | ooked at. Sone of the
studies showed that it also had a marginal protective
effect, and nost of the other ones down here |
couldn't find the reference.

| talked to M. Lee about the chilling of
subjects. There's a reference in there that soldiers
that were afflicted with respiratory disease, they
would chill them and | think they were trying to see
if that woul d prevent transm ssion, but | really don't
under stand what they were doing in that study.

The point is there were scores and scores
of very interesting studies that were done to | ook at

environnental sanitation and hygienic approaches to
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controlling respiratory di sease in various settings.

Fi ndi ngs were, at best, marginal. W have
the legacy of a few things that are sort of left that
are advocated nowadays, but by and large when we
devel op vaccines into the early '70s, the diseases
slipped amay. So a lot of the know edge and work that
had been done through this comm ssion no |onger was a
part of the working know edge of nost of the mlitary.

Ckay. Now, in the question that was askeal
to the AFEB, they identified a few areas. Now, 1've
kind of split these into four. Personal hygiene, of
course, is just hygienic neasures. The nmddle two are
sort of environmental approaches, and the last one is
really a host directed approach simlar to vaccines.

Just to review these quickly, hand
hygi ene, | know you're going to hear quite a bit of
di scussi on about that fromthe Navy. So |'mnot going
to get into that, but there have been a whol e bunch of
different interventions |ooking at hands as a primary
node of transmitting organisns, and sone of them have
shown sone effectiveness.

Mask, again, has been tried, but we think
that fromthe military's point of view it's not very
practical to use these in our training settings.

Adm nistrative controls. A continuing
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problemfor the mlitary is the space requirement. W
have an Arny regulation that specifies a mnimumof 72
square feet per trainee in their barracks area, and
the way our system works, we have a surge of trainees
in the sunmer usual ly peaking about late July or early
August, and oftentines our five basic training
centers, they wll approach or extend beyond that
requirenent so that they're actually below 72 square
foot, and they'll call and say, "First of all, we
would like to have a waiver, and number two, where's
the data to show that this is even a viable
requirenment ?"

And | know we've kind of struggled with
that. There's anecdotal reports that have shown sone
correlation of increased space as associated wth
reduced disease, but as far as | know, the data is
pretty weak at best, although intuitively we think it
nmakes some sense.

Sl eeping head to toe is another one of
these requirenents that if you go to any of the Arny
basic training centers you'll see it's fully
i mpl enented. Doubl e bunking is often conmon as well.

Cohorting the idea is to try to keep
groups together so that there's not transm ssion

between groups, and this can be done nobre or |ess
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effectively, but studies that | have seen that have

attenpted to do this have not shown really

effectiveness in trying to prevent transm ssion.

Envi ronnmental controls. Dust controls

we've talked a little bit about with oiling of floors.

Ventilation, there's -- sonme of you may

be famliar,

for exanple, with the paper that Dr. John Brundage

published in the '80s on febrile associated acute

respiratory disease. It was associated wth

ventilation, and he found, | think,
increase in the rate of respiratory
barracks that used the new, efficient
systens in conparison to ol der barracks.

That only was observed in

about a 1.5
disease in

ventilation

the periods

before we went to a year round vaccinati on program

So there seened to be an interaction

bet ween the

presence of the agent and the presence of this

ventilation system

And | think that there have been nore

recent studies. There was an outbreak that I'll point

out here in 1998 at Fort Jackson where a team of Arny

investigators went there, and they found a sinmlar

association with a newer type of ventilation system

that increased the risk of respiratory disease about

twofol d for adenovirus anpong trainees.
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The ventilation, di | uti onal appr oach,
filtration systens, these have all been things that
have been di scussed and attenpted in various settings,
but really their association or exactly what the
nmechani sms are that are involved are not clear.

And, of ~course, there are these other
met hods. Sone of you may know that at least in Arny
circles there was a paper that we published back in
the early '90s that showed that when we instituted a
program of routine benzathine penicillin G prophyl axis
at Fort Leonard Wbod, we reduced the overall
hospitalization rate for respiratory disease by two
thirds, which was twice as nuch as was anticipated
based on historical information about what the
preval ence of Group A streptococcal infection was.

And so there was sone discussion about,

well, maybe it augnents or has some other effect on
bacteria that may be sonehow interplay with
transm ssi on or whatever. We didn't really know, but

we seened to have this benefit that was unexpected.
There was sonme further work using the
Arnmy's acute respiratory disease surveillance system
to verify that. The finding has not been consistently
found, but there is an internal sort of thinking that

there may be a benefit in preventing acute respiratory
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di sease in general.

And o) peopl e advocate benzat hi ne
penicillin Gas a possible role for that.
The other antiviral conpounds, |'m sure

people are famliar in their roles for influenza, and
the other things down there, there's some literature
out there, but really scant evidence on whether these
other things help at all in terns of controlling
respiratory di sease.

Here's a little bit of information just to
give you sone perspective on the Arny basic training
base. We have five facilities that conduct basic
training, Benning down in Georgia, Jackson, South
Carolina; Fort Leonard Wwod is in Mssouri; Fort Knox
is in Kentucky, and Fort Sill is in Cklahona.

And what | tried to show on here was the
popul ation sizes so that you have sone perspective on
how many. At the maximum period in the summer,
there's about 40,000 trainees. Right now we're a
little bit under that at a single point in tine, and
at the end of summrer as it quickly falls off or at
late spring, as we continue to ranp down, it wll be
as low as a total of 25,000 trainees in a given week
at the basic training installations.

This is a slide that M. |ee put together
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that shows you our rates. Now, these are a little bit
hard to read, but the inportant -- we have a coupl e of
neasures that we follow, and one of themis called the
ARD rate, and what this nunber over here represents is
the nunber of trainees considered a case per hundred
in a given week.

So if there was 1,000 trainees here at
Fort Benning and it was up at one, that would nean
there woul d have been ten cases. That would have been
one per hundred

And what you can see here -- by the way,
this is back in 1990 and '91 -- we had a few outbreaks
right here, right here, and also up here of strep
associated respiratory disease, and we started
bicillin, and we had already had a problem at Fort
Leonard Wod

So for a nunber of years here four of

these installations, Jackson, Benning, Wod, and Sill

were on bicillin for all newy arriving trainees,
wher eas Jackson, | think they may have gone on it for
a brief period of tinme at some point. I don't

renenber when, but not recently.
And then this is where we ran into supply
problens with adenovirus, and we went to a periodic,

certain nonths when we were giving the vaccine, and
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then this is where we ran out.

So what we see here is a definite increase
in respiratory disease activity. This is the outbreak
at Fort Jackson that was investigated in 1998, and
this is up through to this year, and you can see
there's been a mmjor increase in the baseline
activity.

We consider an epidenic to occur when we
have 1.5 per hundred or higher for two consecutive
weeks. So you can see back here there was only one
incidence where we exceeded that threshold, but
recently we've had nmul tiple incursions above that.

I haven't done a formal analysis of this,
but ny inpression is that we have a lot nore
adnmi ssions and hospitalizations during the inter-
epidem c, sort of now increased baseline than even
during these small outbreaks, and the data that we've
received from Naval Health Research Center as part of
their febrile respiratory illness surveillance system
indicates that over 50 percent of these excess
hospitalizations are attributable to adenovirus

W' ve got sone nore recent data. This is
the data just from Septenmber of |ast year up through
this summer, and again, you can see that for three

installations here we've got significantly increased
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rates of respiratory disease, here exceeding the
epidemc threshold, here not quite, and here at
Leonard Wod ki nd of bunping up over that.

W do nonitor strep activity, and | won't
go into the specifics of that, but we haven't had
problenms with streptococcal disease contributing to
this problem

What doesn't show up on this slide is that
at the end of July -- oh, no, this right here. This
is the largest outbreak of acute respiratory disease
that we've had in Arny basic trainees in, | think,
about 20 years. W had over three and a half -- we
had three and a half percent of trainees counted as
cases in a single week. That was 252 trainees at Fort
Leonard Wbod. | think it was the |ast week of July or
the first week of August, and the sanples that were
coll ected and anal yzed at Naval Health Research Center
indicated this was adenovirus that caused that
out br eak.

So | think we've shown you pretty much we
have a probl em

Now, | should go back just one second
because people inevitably are going to ask: what' s
going on here and here and why aren't they having a

problen? You know, it's kind of the rule out. Why
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aren't they and the other cases having a probl en?

And |'ve talked with the folks at those
install ations. | think at least part of it is
surveillance. W may be mssing sone cases, but |'ve
been at places sonetinmes, and for whatever reason,
they don't have case